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UNITED STATES EHVIROHMEIITAL PROTECTION AGEIIc:Y 

April i~belli-Weiner 
Sterilex. Corporation 
11409 Cronhill Drive, Suite L 
Owings Mills; MD 21117 

Subject: ' Steri1ex Ultra Powder 
EPA Registration No. 63761-5 
Amendment Date: July 12, 2005 
EPA Receipt Date: July 13,2005 

: ·' Dear Dr., Weiner,. 

The follOwing amendment submitted in connection with registration under FIFRA, as 

amended,. iS .Unacceptable. .· 
. __ -~.:,·· ·, :·:_:;::·_~---, · :~·-~;.;:::~:;;~·:_;i;;·. ·~_x;~ .. ·:·- :·· --

• R.~~o~ideration of.Sodiumpe~carbo~ate as an'actiVe in~edient 

Product Chemistry 

The Agency believes that sodium percarbonate is an active ingredient in this formuiation 
because_ it ·serves as a precursor to hydrogen peroxide. Hydrogen peroxide is impOrtant in 
removing the biofilm matrix by breaking the polySaccharide linkages. We believe the 
q~ternary 8J111110nium chloride will kjll the bacteria but will not, by itself, remove the b_iofilm 
matrix from the hard surface of the dental unit waterline. 

Should you have any questions regarding this letter, please contact Jacqueline McFarl<ffie 

at (703) 308-6416. 

~tr/AJ# 
~~';;,r;-
Product~anager(31) 
Regulatory Management Branch 
Antimicrobials Division (751 OC) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Antimicrobials Division 

August 10, 2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: 
Sterilex lntra Powder 

DP Barcode: D320023 
Manufacturing-use [] OR 

Reg. No. Or File Symbol: 63761-5 
End-use Product [X] 

TO: Velma Noble\Jacqueline McFarlane 
PM Team No. 31 

FROM: 

THRU: 

THRU: 

Chris Jiang, Chemist 
Product Science Branch 
Antimicrobials Division (751 OC) 

Karen P. Hicks, CIT Team Leader 
Product Science Branch 
Antimicrobials Division (751 OC) 

Michele Wingfield, Branch Chief 
Product Science BranC?h 
Antimicrobials Division (7510C) 

Product Formulation for Sterilex Ultra Powder from label 
Active Ingredient(s) % by wt. 

n-Alkyl (C14 95%, Cl23%, C" 2%) dimethyl benzyl 
ammonium chloride I 0.0 % 
Sodium carbonate peroxyhydrate 29.75% 



BACKGROUND: 

The registrant has submitted a rationale for why sodium carbonate peroxyhydrate (sodium 
peroxycarbonate) should be declared as an inert ingredient instead of an active ingredient. 

FINDINGS: 

1. The Agency believes that the sodium peroxycarbonate is an active ingredient because 
the quaternary compound would not be successful in killing the biofilrn bacteria as the 
polysaccharide linkages would not be broken; therefore, the ingredient acts as an active 
ingredient as it helps the quaternary compound. Secondly, when sodium percarbonate comes 
into ,contact with water in the dental water lines, bubbles form which denote chemical activity; 
therefore, the chemical acts as an active and not as an inert ingredient. For these reasons, sodium 
peroXycarbonate cannot be declared as an inert ingredient. 

l i RECOMMENDATIONS: 

1. Product Science Branch of Antimicrobials Division finds this submission in support of 
the registration of 63761-5 to be unacceptable. 
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* * * Registration Information * * * 
Registration: 63761-5- STERJLEX ULTRA POWDER 

Company: 63761- STERJLEX CORP, THE 

Risk Manager: RM 31- Velma Noble- (703) 308-6233 Room# CM-2 3088 

Rlsk Manager Reviewer: Jacqueline Campbeii-McFarlane JMCFAR02 

Sent Date: 15-Jul-2005 Calculated Due Date: t3-0ct-2005 

Type of Registration: Product Registration- Section 3 

( •·· . 

~/ 

Action Desc: (362) FORMULA CHANGE;TECHNICAL; 

Ingredients: 069184, AlkyJ• dimethyl benzyl ammonium chloride *(95%C14, 3%Ct2, 2%C16)(10%) 

128860, Sodium percarbonate(29.75%) 

* * * Data Package Information * * * 

Expecllte: e Yes 0 No Date Sent: 04-Aug-2005 

DP Ingredient 069184, Alkyl* dimethyl benzyl ammonium chloride *(95%C14, 3%C12, 2%C t6) 

128860, Sodium percarbonate 

DP Title: Product Chemistry 

Decision#: 359459 

Edited Due Date: -----

Due Back: -----

CSF Included: e Yes 0 No Label Included: e Yes 0 No Parent DP#: -----

Assigned To 

Organization: A""D~I~P~S~B _______ _ 

Team Name: ~CTT'-',=.-r-=-'7------

'V."''"'m' ChF-iS 
Contractor Name:-----------

Date In Date Out 

----- Last Possible Science Due Date: 29-Aug-2005 

Science Due Date: "7'/;'..3 /lff.f
"TJ I 

Sub-Data Package Due Date: f;d- 7 I" r 
7 I 

* * * Studies Sent for Review * * * 

* * * Additional Data Package for this Decision * * * 

***Data Package Instructions*** 
Registrant has submitted an augument as to why the active ingredient, sodium percarbonate, should be considered an i nert ingredient in this 
product's fonnulation. 

Could you please review and comment. 



Dennis 
Edwards/DC/USEPA/US 

07/1312005 08:10AM 

April zambelli-Weiner 
<april@sterilex.com> 

07/12/2005 02:58PM 

Dear Dennis: 

Please respond to 
aplil@stenlex.com 

To Jacqueline Campbeli-McFarlane/DC/USEPA/US@EPA 

cc Velma Nobi&'DC/USEPNUS@EPA 

bee 
Subject Fw: Sodium Percarbonate as an Inert 

To Dennis Edwards/DC!USEPA/US@EPA 

cc Shira Kramer <shira@stelilex.com> 

Subject Sodium Percarbonate as an Inert 

In response to previous discussions regarding the problems with sodium percarbonate being 
classified as an active in Sterilex Ultra Powder, please find attached our summary argument of 
why sodium percarbonate is an inert ingredient in Sterilex Ultra Powder, as well as a supporting 
study. We appreciate your prompt review of these materials and look forward to your response. 
Please do not hesitate to contact me if you have any questions or require any additional 
information or materials. As always, thank you for your time and assistance. 

Best Regards, 
April 

April Zambelli-Weiner, Ph.D. 
Senior Research Scientist 
The Sterilex Corporation 
11409 Cronhill Drive, Suite L 
Owings Mills, MD 21117 
410-581-8860 
fax 410-581-8864 

april@sterilex.com Sodium Percarbonate Is an lneft Ingredient in Sterilex Ultra Powder 07.12.05.doc Nalco 6080323.pdf 

.. ~.·•· 

(j) 
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:page. · is not included- in· this copy. 

:,~~~~~.through 7 are I,lOt iriclUded • 

. The . 1n-a~erial . not .included contains the following type . of 
j,ilformation: 

~· Ident~ty of product inert ingredients. 

____ Identity of product impurities. 

Des¢ription of the product manufactu~ing process. 

Description of quality controi procedures. 

Identity of the soUrce 6f product ingr~dients~ 

____ Sale$ or other commercial/financial information. 

- A draft produCt label.· 

.The product confidential statement of fOntUla. 

~ Information about a pending registration action. 

XFIF~ registration data. --\.; .. 

The aoCument is a duplicate of page(s) ---,---· 
The document is not respOnsive to the reques~. 

The information not included is generaily considered 'confidential 
by produCt registrants. If you have any questions, piease contact 
the individual Who prepared the response to y~ur requeSt. 
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METilOO OF REMOVING BfOFILMS FROM 
SURFACES SUBMERGED IN A FOULED 

WATER SYSTEM 

biodi"Pe!SODt which is biodegradable aod has a low toxicity. 
h would furthermore be d<:lir•blc to employ a biodi:;pusant 
which doc::s oo\ alfoct eoiTOIOiOo •nd """'le inhibition pro· 
gni!IS used in ;nduslrial waler ueatmeol 

RELOOFTHE INVENTION SUMMARY OF THE INVENTION 
This inv~otl<>o r<:hl<s geMnUy to the .field o£ waler 

tc<A!mcotleeboologie.o ood, D>Oie psrticubrly, to a ~netbod 
o£ removing blolilms from ... n.~ $1lbmerg0d in a £md<d 
wator system. 

Th~ melbod o£ thG inveotion eotls £or •dding to a fOuled 
water O)'>l<m ao alkyl poly&Jye<»ido laving tbc ehemical 
formula: 

BACKGROUND OF 1111! INVENTION 

Bioloulin& bas alw•)'>' b«n problematic in indlll'triaf 
wator sys\<IIl!i Sllcb os <XJOling IOW<I'S, hoot excbonger.< and 

.. 

air wasbe.., b<:co.= it can adve,..ly affect beat ~r;>n<fcr !5 
efficioncy •nd fiuid lri<liooal rui>l>nce, thc<cby Slliwo· 
queoUy r<ducing productioo nt .... lo oddilioo, biolouling 
a!oo pl•y:< oo imporl.'lot role io mlcrobiolo$icaUy influenced 
eoumioo. 

The prcso~~<:e o£ microorganioms io indw;trial water.< "lJI 
eon not be lO!ally eliminated, even wilb the ex=ive Ulle o£ 
ebe~nial biociclos.. lbe moot oommoo way to oonuol bio
fouliog is throuth til<> oppUe.lioe. o{loxlo d!emlcal bioeides 
such os cblori110, bromine, isotbiazolo,.., s]uWo.ldchydo or 
otheraotimlcroblols. ,.._ biocides an: oddod io •o atltmpt :zs 
to kin both pl.anklonie ood aUs<bod microorgonU.ms. 

Some miotOOl'ganisms aUach lO inort .....C.ocs forming 
awega!<swilh • complex malrixCo...atiogo£ exuacellulu 
polymeric subr;~aoces (EPS). This eonooniu~n o£ at~aeb<d 
mi~roorsaoi:;ms and lbe 1S$00ioted EPS ;:; oommooly 30 

rcf~md lO os • biolilm. Bi<>cid« have dilllcuhy pcn<tcating 
biolilmo ODd rell!Oving them from sudaC<s.. Although CJ:ces+ 

sive biodde OO;.ps m>y be obleto ooutrol blofouli"Jl., the 
prcoco01 of bio<:idos io eiDueot waters is ,.ually ei!Viroo-
meolllfly llllae<:epU.blo. 35 

Mcchanical!r<alm<n!S ircluding scraP=> $poogc bolls, 
or " piss" •rc lim commonly llliOd to rcm<>vc blofil ms. Acids, 
eb<\aol$ alld dispersants ll'C lik<wi$o <Xl~red 10 be effec
tive io call&fug the dt.i.d!mcot of depooiled malerials .. lo 

40 
additioo, siduu.am llltutioo devices, wbi<b cooti!Jil(lusly 
pro<:<M l-5% o£ the O)"Oitlll waltr, have dnWJl inere-.J 
inte:es~lately. N~rtbcluis, lh= appro•d!cs ar. either too 
lobor inlcmive ondlo! cxp<mive. 

Oi$pemanu; aresometilll<Upplicd aloog with biocide:~ to ..., 
enho~~<:e antl~nicrobiol cfficcy ill ·indw;lri.ol waters. 'The 
dif;pers>nts UAed in the .. applic>tioos will boreituftct be 
referr.d lO 0$ "biodispcrsaol5.." Mwt biodispersao\5 cur• 
tently avoUobl< oo tbc ma1U1, sud! os ble<:ltcopolymer or 
tetpOlymer, h•vc higb mokculu weight. rmging ~om 50 
1,000 10 l5,000,ocn Th'""' biodi>pc~Uol:\ atll••• nne £ou· 
l•nl partielesonto polymt:rie d!ains ond 1o1m lluffy particles 
that •re me-r< rcad~y dotaehed £rom tbe louted surra""'- h is 
•liD b<:tievc~ !In! the.e sudocc octive eompounds ean 
inerc• .. the dilfuoi<ln of b;o.cl<lt in!O the-bio!lhu, and sub· 5l 
sc:quently causo bio!ltrn dclacbmenl 

wherein R ;. • c.-c,. alkyl eh:Un •od OP is ~om 0 to 3 
corbob)'<lrate llllil:\. -

This method el!icitoUy oDd effcetivdy remover; biofilllll' 
from surfaces submergod in the loulod water >yslem. The 
method is also mviro!lroeot.Uy ace<:pl:lble and ocooomi
eilly oppealing boe•u .. the me o£ bioclde5 tao be mil>i· 
mizod or eliminated, and lhe biodi&pe!Siot utili:wl in tbe 
pnC!ic< of lhe invtotioo is bi<>dogndsble and bu a low 
toxicity. Moreovu, lbe metbod doc::s not .O:ce! 001"1"0Sion and 
>cal<> inhibitor p_rognms nood ln iodut.tri>l wol<r trutmenl 

DETAll.EO DESCRIPTION OF THE 
1NVEN110N 

The p.-...ot imention is dir<Ciod to a method ol removing 
biollll:m from swf>C~U submer&od lo • fouled waler sy:<ll:m. 
lo aiX:Onloncc: with Ibis iiiYentino, an >lkyl polygi)'C<loid<; 
{APG) having tbo ~mical formuh: 

wherein R io a C,....C 10 •lkyl clnin and !he degree u£ 
polymeri>.atioo (DP) is lrom 0 to 3 eort>Qhydrnlc unii.S, is 
•dded 10 thG w•ll:• s)"5lcm. Prc£e,.bly, tbe olkyl ehoin is 
linoor o:od the OP is £rom about I .I lO 1.5. 

To dale, biodiopefMnl< bovc DOl botn u .. d c!fcctively 
witboulsupplerncot>tioo with b;o.clde>. A> the United St•tes 
Eovironmentol Pmtectloo Ageocy (EPA) rcgubtions ond 
global OO!lC<rns o£ bi110ide ""*&• become mo1o prevaleot, ,;o 
high perfonomco: biodj,;pctun\0 having low !Oxieity iTe 
nuded lO cootrol biofouling either with or without the 
oddition o£ d!emial biocid .... 

Gl\lCOpon®225 and Burco® NPS-225 {C,. C 1.,), Gluco· 
poe® 425 (C,-C1J •nd Gtucopon® 600 and 625 {C,.-C,.) 
on: c:ommen:iolly·avaUab\c APG ptodue15 which m•y be 
lm<d in the pneticc of the iiiYontion, (The Glucopon® 
ptoductt; ore available from Henkel CotpOmioo ofAmbkr, 
Pa. •od the Buu:n® produet is >voilab!<llrom Durlinglon 
Cbe~nicol Co., Inc. of Burli<>g!On, N.C.). It i>: believed !hat 
olbcr Af'G p<ndu<to from other ""ppUers ean oloo be w;cd in A=dios]y, it would be dcsin.ble 10 provide a metbod ol 

removing bio£1lrns £rom xurfoe«subme~ in W>l<l" w;ing 
• biodispernant which is cffottivt both •loe<: lllld with the 
us<: ol a biociclo. tl would alt.o he d<:lirabl< to utifiu a 

•l !be pr>Clice o£ the p.-...ot ioveotioo. 
his prelened lll•l the amount ol APG whieh i> •ddod to 

tbe water •y:<l<lll be in !be noge o£ about 0.1 ppm 10 about 

7/1/2005 
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10 ppm based oo activt: ingredico~ wim aboUI 1 ppm to 
about10 ppm being mos1 prc1crred.APG coo be added to tbe 
watct •)'Ol•m by aoy convcntional method, i.e., by slug, 
intcnnitlcotly or cooliouous.ly. 

A biocide may abo optioo•hy be Hided to the w>lcr 
syslcm'io accordance wilb the pnctice o! this inv.otillo. The 
biocide may be 1ddtd by any conv<:ntional method eimer 
stpant<ly or in combin•tioo with APG. Th< biocidts which 
m•y be u..:d in the pmcrice of the pr=ol invcntiO!l iocludc 
oxidizing biocid~ sucb U cblorine·bas<.d biocide>, Ill 
bromine-based biocidO£, peracetic acid, bydrogcn peroxide 
and ozooe; and ooo-oxidi~iog bioddu such as 
isotbiozolooe, zlutaraldcbydc •od quaternary amine com
pounds. The amo~nt of biocide oddcd 1o tbc water system is 
dependent upon the puticul>r water ll'<'alm<nt applicotioo 
and is gcocrolly lwowlllo lhoso skiflul in tho an. Howevt:r, U 
it should be ooted that the requirul zttll>unt of biocide is 
minimized wbto u..:d io combinatioo with APG. 

biofilms from the sub.&lfata. The area densities of the bac
ltrial blofilrns were measured with a protein a=y. The 
blom~~~;~; w .. c><pn;st.c:d 11> pg pmlein per em•. The ciTcc
liv.oosa ofbiofilnt rcmov.t W>S dcto:rmlocd by blom= !OM 

during the l!eAlment period. Coovcotiooal plale couots oo 
tryptooo gluoo.-;e extract (TGE) og>r were ilia employed to 
mcosurt the viabiliry ol the bacterial populatloo. The viable 
cell dcm~y of the bioftlm bacteria WlS expressed ""colony 
furmlog units (CFU) p<r em' blofilnt. 

In at:<X>rd•ncc wilh the 111<thod of this invt:ntioo, biofillll!< 

Exomple I 

Several 5llrfacl.aots wert lestcd io laboratory bid'tlrn rtoc
lors to evaluate tbeir biofilm removal activities. Blom= 
removal acrivitiCil of the. biodispersmts agaiilSt boclerial 
biofilms were meOlillred afu.r 24 hours of contiouoll< treat
ment. Th<.APG te.med was Glucopoo®42.S (a mixture ofC,, 
C10 and c,,.,.), a nooionie surfitct111t NALCOO 7348, a 
nooionic clbylcne oxidcipmpylcne oxide (EO/PO) blod: ""' removcd fmm all type.< of <Ubmc'llul surf,-, e.g., 

glaM, mct>ls. wood and p lutk$. ::0 copolymer, wu aloocvaluated. 1b<. aniooicsur\actaoU used 
in this example were dipbeoyl disulfoaatc (Dowfa:t® avoa
•blc from Dow Cbcmioal Comp;toy of Mid!md, MidJ.), 
lioear alkylbeo:uoc oulfooate (lJ\S) at>cl sodium <>Ct&nc 

The method of the p .... ot invt:otioft may be u..:d in ao 
ind\IS\rial wattr system or a n:a .. tional water system. The 
types of iodu&tri1l waltr >ystems in wbicb APG c..n be 
employed ioclndo, bur art nor limited 1<>, cooling water 
syslclllll, air washers, ev>ponliv<. condensers, pasteurizers, lS 

air ocrobbcrs, produ"" anitizcr sln:omo, fir<. proleelion 
water oy>l<m& and heat cxchmger tubes. 

The types of n:<:reationalw.to:r sy>toms io which AfG cao 
be utilized includo, but'"' ool Hmiled to, docoutivc foun· 
t>ins llld full-body immersio<t ·~=ouch as swimming 30 
pools, spu 111d bot tubs. 

The preseol inveorioo ukcs advantage of the d<tergei>C)' 
aDd diopcrsancy of APG fer IlK as a biodisp<.~Saol II was 
$arprlsingly fuur>d mu when APG w .. added to .• fouled 
waler ~ystom, bio!ilms w= c[ooliv.ty removed !:rom Jhc J! 
.ubmcrgcd •urfaces. The APG biodiipersaot described 
bcrcin exbibil«< :.up<rior porl'ormlll<:e os """'J>Ored to 0\h<r 
coOlmerdally-.>valb.blo biodi:q><rr.aot&, and bioftlnt rcmowl 
wv; acbiovcd both with and witboutlho .dditi<m of tobcmicaf 
bio<:idcs. It sbould be not«! that wbto APG is li&Od, l~r "" 
amOilllto of toxic biocidu; an:; nccdtd to aoltitvt: lhc: same 
level of COIIlml. In addilloo, APO offers a low or n011-loxic 
meam to co!>UOI biofoulill£ and APG ;. biodc&r>dable, 
thereby providing an cnviroomtnt&!fy-ao:cptablt awmacb 

sulfonate. A commercial biofilm cluoing product rold under 
the name Ullra-Klteo (avall1ble from tbc Sterilox Corprmt· 
lion of Owiog Mills, Md.) wu te.'lted.Ac:ttionic •urf1ct1nt, 
dimethyl amide polymer (DMAD), co01merci>lly wid by 
Duckm•n Laborotorics, of Mempbis, Teoo. wos alw 
iocludod in this example. As. shown below in Table I, the 
blolilm u:moval for APG wu significmtly higher than for 
aoy· of the other products tested. 

TABLE 1 

"' n;.m.,. t.osN"'-'<tio.o - ·-· •I '"""'' to&<odi<ol u-.; ... n;o~l., &ct<da 

H""'"r-"' 

·~' 
~"""'') (OW""'') 

'M .. ·~lS on 
EO/I'() ..,clyot<t .. 000 000 
(NM.COIIO T.I4S) 
.t;pHoytdioolC ..... .. "' 000 
o><l!u .......... ~ ..... • 000 000 
'""'""od&O<onl\o<lot< <OO ... on 
Ulllt·Xl«o ·~ -~ .n 
ll.J.,U..S <OO 000 0.00 

to water trtalmenl. M<li'oover,lhc: """ofAPD docs oot affect 4! 
corrosion and scale illhib~or ptoenms used in indllllrial '-''-'--------''---"-'-----''----·~ <OO 000 0.10 

w>tertr<.umeo~ 

1bt following cxamples an:; inlerule!! to be i11U<tr>tive of jQ 

the p<=ol inveotion and to teach one of otdinary skill bow 
to makc 1nd uoe. the invcotioo. Theoe. examples ill<' oot 
intended to limit the iovention orilll pmtcctlon in my way. 

The biofii~M used lo tbe following Exampl.., wen: gco• 
croled from a mind mictobial con<Ottium i::ol>tcd from a n 
cooling water de~t. The devices vud to bou!e me test 
bacterial bicfilms _, contiouous now stirred tonk bion:
actors. Doth h.minar aod lurbllleor llow collditions -r• 
tested for product p<rformmoe. SJI!thetic cooHng water 

N~ that • zero value wos ... i£D<d if Lhc au>cbed 
biom~~~;~; or tho viabk b.>clerio kvds increased in the biore· 
actor. This phcoomcnoo occurred if the biodi<P<mnt wu 
inclfcctivc. 

Ex•mple 2 

The ciTocl> of APG oo com»ion rate~ were conducted 
with 4.5 ppm <odium tolyhriuolc, 20 ppm 
2-ph06pbooobut•nc-t,2,4-tt icarboxylic acid (PBTC) and 18 
ppm tcrpolymcr of Hrylic •cid/>cryhmide/ 
~ulfo,mthyl•crylamide. The lest waler o:hcmi<try ond >lka· 
linity -rt m•iot•incd ot360ppm CaCJ,, 200 ppa1 MgSO, 
aod 220 ppm N•HCOa. 'Ibc pH wu m•inhiucd >t8.7 >od 
the temp<ratulc was ..:I or ss• C. The APG co..,.ouation 
wos 10 ppm. The tests wert ron in duplicote for 40 hours, 
aDd the corrosioo rates -re detcrmi<>Cd by clocoroch<mical 

[ 400 ppm Ca, 20()ppm Mg. 400 ppm M alk.o\inity (•U baud 1>0 
on CaCO,)] .wM m<d u make-up for tht bion:>etors. 
Bacterid biolilms; Werc &I')WII oo &(0$$ aod •~oinks$ $\oel 
surfaccs for 96l!olta at rcom lcOlp«•l= in order to rtoch 
sleady stale condilio-M. 1bc thick,... of the hlcfilna was 
approximately SilO pm. ss poramclcts. The odditlon of APG !lid not .d.-cr.ely •ffoct 

corrosioo cootrol, as lodicaled by the low com>5ioo rot<:> 
>boWil below in Table 2. 

1bt biofilrns were Lhco tr .. ted by Wtltio.uously appl)'iog 
bic<lispc=nt for 24 hours in 111 •llcmpl to romovc the 

7/1/2005 
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TABLE l 

.. .. 
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Example 3 

The die~\& n! APG on ""'le fnrmuion were evalu•tod. 
Stole (orm•tioo w.,; de~Crmilltd by rolubilily Sl,.... t<SI 
wbicb w .. tun at 50" C. The ocolc iobibi!Dn: used ill Ibis 
study wert- l·hydroxyetbylideoe-1,1-dipbospbonjc acid 
(HI!DP) aod 2-phcophcnobtH.ano-1,2,4-trioatbrucy\ic acid 
(PBTC). 

The ""'lc filrmatino, indic•tod by 1M k>w p<n:eDl reaw-
cry of soluble ca•• aft<l two bonn;, wa& iliihdY higher at 
400 ppm c. co, w ea'•iHCO, with 10 ppm APG in the 
sys!em. Al'G did oOI alfc<:l ocalo !ormuion when lbo cal• 
cium lcvct. were r>iscd to 600 ppm. Ovcnll, as shown in 
Table 3, tbere w.,; "" ~gnilicanl dilfon:l\00 no !be sc.le 
fmmotion eilhel with nr withnul Al'G 1ppli<d •t 10 ppm. 

TABLE3 

·-· !'!'"'"~' - ~O<DVC'Joi 
C."IHCO, -l'l'nPBTC -~ ... SoluOlo c.•• 

~ ' 0 .. ,. 
" -~ 0 .. .. , ~ 

-~ ' • • ~ " ~'~ • .. • u .. , 
~ ' 0 .. M " -« 0 .. .. " " -« ' • 0 " " -~ 0 " • " • m ' • " 

., 
" -m • .. .. " " -~ ' 0 0 , 
" ~m 0 .. 0 " " ~ ' • " " • 

-~ • " .. " .. 
-~ ' 0 M " -~ 0 " " • 

Enmple 4 

6 
If the Sync'll)' Index is 
<f, il indicates synergy 
•I, il indit1l101l>dditiv;,y 
~1. it indi~e& anta&Ooiom 
lll$leod of using the conventinnal pla!e enumenlion 

method, • b>c1eri•llumincoa:ol ltSI was emplnyod to cal
cula!e tbo cndpoinl$. A dcCteO$ ill\igbl omiMi<lo dopends 
on lnxicant concwlratioo in lb<: lcsl aod is used to c•l<:ulol< 
lb<: ••l•tive tnxi<:ity u.Ut {RLU), TIUs lUI &iv<s t>pid and 

10 oeMitiw doto<:tion nf toxic>nt& compared l<l convcotion>l 
minimal inhibitory cooceotrotioo (M!C) ... '>"'·Table 4lim 
lb<: syne'll)' indi= n! .,.....,,.1 combi111linns o( APG •od 
sllbilized bmmiDO--buod bio<:ide (STII) t"""'od;, th< hbn
ramry. 'The COile<ntro\k>,. expressed •~ mgll. for APG., 

15 activ<: in(trediont >nd mg/L as Iolli cblorine !01 STB. The 
""'ulls >bOWl> in T>bk 4 domomlnle lhol a\1 !be APG/STII 
combWatio,. (C$\od were $Yotrsistie. It $bould be noted th•t 
Al'G by i~s~:lr did 001 .bow sigoif.caol toxicity to roduoe 
bio)umin=noo readW&f'. H~ver. wheo combined wilh 

Jll the biocid .. , APG dramoticaUy impr<JV<-<1 lh< antimicmbiaf 
>ctivlly. 

"--------~::::::::';;'~.;,"'~·~;;.:.;,;..,;;.;;,; .. ;;,:::::::: 
• 

=·~ no' ~ " " " 
"' '" "' •• = 0.41 

" "' "' 0.66 ·~ M' • •• ... "' "' •• ... 
00 •• "' ... ~ '" M = ... •• ~ . .. 
" = ... om •• ~ 

"T!tO•"lblol R.A.IW~(«Sorrio,IO<Idorio<\<r<) 

Wbilt tho prcoenl Wveotion is dcllcrlbod •lx>ve in con· 
nrction with preftrrod 01 iUIIIiU">livc embodimenu., tbo.oe 
~mbodimeotsare DO\ intonckd l<lbocxbaw;tivc nllimitin& nf 
lbo ioventioo. R•lh<T, tbe iDV<nli<m is inlerultd 1<> COVCJ a\1 

00 altcruati""' modilkatio"" o!ld equiv1knLS included within 
;,. $piril and """''D, .. dcfintd by lb<: >ppooded claims. 

Wb•l is cl>imtd is: 
1. A method of rtmnving bio6lm!O fmm su1faces sub

lm'Utid in • fwltid wot<l $)'S\OW <>lmprn.iog tho otcp of 
.s •dding m the wat<l syotem an effective owount nf •o alkyl 

polygl)'IX>Oi<k boving the <:h<mi<:a\ !onnuh: 

Syocrgiom betw«:n Al'G and a stobiliud brcmioe·b ... d 
oxidizing bin<ide w" determined with the <•lculatino 
dW;;nb«l by F. C. Kull, P. C. Eiom•n, H. D. Sylw.:sunwicz 
and R. L M>y<T, Appliul Mianbiology, val. 9, pages 
538-541, (1961) using th< rel>ti<>Mhip: " 

wbere: 
I'! whert-io R is a C,.-C,. olkyl chain aod DP is from 0 to 3 

0.-quamit). nf APG, .cling alooc, producing on endpoint. 
Q•-quanri1y nfbi<>eidt, .clio~ .m..,, pmduclng on end

point. 
Q~·quaotity nf APG io mil(luro, pmdaci"ll an endpoint. os 
0 8-quantily of biacido io mixture, prnducing an eod· 

point. 

cubohydr1l~ U11ill;.. 
l. The metb!ld n! claim I wherein the alkyl cboio i$linear. 
3. The mel bod of doim 1 wb<1eill DP is !mm .bout 1.1 

to t.S. 
4. The method nfdaim I wh01ein !he alkylpotyglycosidc 

is oddodto lbt walcr sy!llem in an •mount n!&om .bout 0.1 
ppm to 1\mU\ SO ppm. 

http://patimgl.uspto.gov/.piw?docid=US006080323&PageNum=4&.IDKey=AD~DOB243F ... 7/1/2005. 
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S. The mel bod of clo.im 1 whrn:in lbe >lkylpoly&Jy=ide 
is addod 10 lho wolc< sysl<m in •n :unount or from •bout 1 
ppm 10 about \()ppm. 

~-The method or claim 1 wb<r<:io I he wa1er S)"t<m is oo 
indU>tri>l waler sy>l<m. 

7. The mel hod or claim 1 wherein lhc water syst<m is • 
re<:r<:llioo>l Wal<l sySiem. 

8. The methO<Iof cloim 1 wher<:in a biocide is opllonaUy 
added IO (be W>IO< "J"'ICm. 

9. The mctb<>d or claim 8 wherein 1be bl<>eidc is •n ro 
oxidizing biocide. 

10. Tho me1bod or cloim 8 whrreln !he biocide is a 
ooo-o;ridizing hi110lde. 

11. A mel hod of removing hlolil= rmm surf>ces !Nb• 
merged in • foulod walcr sy>tem romprl6if.g lhe Slop or 15 
adding 10 Hx: water s)"'em an elfectivc omDUol of a hl<>elde 
and on alkyl polyglycoside having lb< cl":mi-;31 formu\o: 

8 
whcr<:ln R U a C0-C,. ill:}'\ cboln and DP is fmm 0 10 3 
c:uboh)'drolc u.oi\S. 

12. The me1bod of cl•im 11 whcoeio the •lkyl chain is 
liD<ll. 

13. The melhodofclaim ll wherein DP~ from >boull.1 
to 1.5. 

14. The milh<>d of eloim ll wherein the dlcyl poly~y
=id• is a<kjed 10 1he wllcr system in on amount or fmm 
•bout 0.\ppm lo obout SO ppm. 

IS. The melhod of claim U wherein lhc olkyl polygly· 
coside is odded to the Wot<rsy>lem in •• omouo\ of from 
aboUI I ppm 10 oboul 10 ppm. 

16. The melhod of claim 11 wbcr<:lo lhe water ~y01cm is 
"'' industri>l w01er sy>lem. 

17. The mc1hod or claim ll wherein the woiCT sy.<~cm is 
• oecr<:Oiiooa\ water syslem. 

18. The melbod of c\llim 11 wherein 1he bioeide is •n 
u oxidizing biocide. 

19. The melhnd or claim ll wherein !he biocide is • 
non-oxidizing biocide. 

. . . . 

http://patimgl.uspto.gov/.piw?docid=l!S006080323&PageNum=5&IDKey= AD 1DOB243F ... 7/112005 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

'AUG f2 2005 

Eric deLaubenefelS 
&erilex cOiporittion 
11409 Cronhill Drive, Suite L 
Owings Mills, MD .. 21117 

Subject: Sterilex Ultra Powder . . . 
EPA Registration No. 63761-5 
Amendment Date: June.9, 2005 
EPA Receipt Date: June 14,2005 

Dear~-. d"eLauberlefels, 
·.: ... 

• . Update label accotding io Agency letter dated 2/4/05 
. ' . ' . 

Conditions 
Revise t4e label as follows: 

I. Under First Aid, bold the subheading, "IF IN EYES, IF ON SKIN, IF SWALLOWED, · 
andiFINHALED." . 

2. Bold.the headings, "Storage and Disposal." 

General Comments 

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3) 
copies of your final printed label before distributing or selling the product bearing the revised 

labeling. 

Should you haVe 3.!1Y questions regarding this letter, please contact Jacqueline McFarlane 

at (703) 308-6416. 

SYMBOL 



Enclosure: 

(! 

SYioCBOL 

UHITED STATES EHVIROIIIIEHTAL PROTECTION AGEHI:Y 

Stamped Label 

Velma oble 
Product Manager (31) 
Regulatory Management Branch I 
Antimlcrobials Division (7510C) 

. 

. . 

. ' .. / 



Important Notice: 
B~fore using Sterilex Ultra please read the following 
informalion. 
I. This product is to be used in conjunction with regular 

testing of dental unit water. 
2. 1l1e mW1ufacturer ofthe dental unit ~uould be consulted 

before use ofthis product aboul compatibility ofSterilex 
Ultra with the dental unit. 

DIRECTIONS FOR USE 

II is a violation of Federal law to use thl$ product in a 
manner inconsistent with its labeling. 

I. Initial Start·Up Treatment: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment:· Treat DUWL one night/Week 
(Monday-Thursday recommended) after Initial Start
up treatment. 

How To Apply Sterllex ffitra Powder: 

1. At the end of the workday, add eight (8) ounces of 
HOT water to a Sterilex measuring cup or other 
empty container. 
2. Add one packet of Sterilex mtra to the hot water. 
Use slirrer to mix or .sv.irl to dissolve. Be sure all 
powder is dissolved Pour pink liquid into an empty 
external dental unit water bottle. Do not use PET 
Bottles (See note for bottle requirements). Use 
within 24 hours after powder has been dissolved in 
water. 
3. Run Sterilex Ultra mixture through the system 
until the pink mixture appeurs at the end of the AIW 
Syringe and Handpiece Line. Always remove the 
Handpiece. 
4. Allow the mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning of the next woikday, discard any 
remaining mixture in external water bottle. Rinse 
the external water bottle with hot water. 
6. Fill the extetnAOOff~th horWiter. Flush 
each line (AIJM~uiilt! ·. e) tmb~e bottle 
is empty .. 

.. \ \J STERILEX, 

Sterilex Ultra 
Powder 

(1 
>._;j' 

• Removes* biofilm from dental unit 
water lines 

• Prevents and suppresses fonnation 
ofbiofilm in dental unit water lines 

• Kills biofilm bacteria 
• Maintains dental unit water line 

effluent water <500 cfulml ** 
Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of 0.08 Inches Or A High/Low 
Density Polyethylene Blend With A Minimum 
Thickness Of 0.14 Inches. 

• Laboratory studies have shown >90% removal 
•• Control of bacterial contamination in the DUWL 
is affected by the quality of incoming water. Sterile 
water is recommended by OSAP. 

Active Ingredients: 

N·Alkyl(C1495%,Ci~3%,Cl~%) 
dimcthylbenzylammonium chlocide. ..... IO.O% 
Sodium Carbonate PeroX)bydrate ....... 29.75% 

Other Ingredients .................•....... ,., .......... ... 60.25% 
TOTAL 100.0% 

KEEP OUT OF THE REACH OF CIITLDREN 

DANGER 
(See side p,u~el for additional precautionary and first aid 

stalements) 

STERILEX CORPORATION 
11409 Cronhill Drive 

Owings Mills, MD 21117 
Phone: 1-800-511-1659 Fax: 410·581-8864 

EPA Reg. No. 63761-5 

EPA Est. No. 21737-MN-01 

PRECAUTIONARY STATElYfENfS .. . ... ~ 

Hazard To Humans And Domestii.!AniiDal~ ~ :; . ,.,, .~,, . " ' ·, 
DANGER. Corrosive. Causes UTevruible~eye 
damage and skin burns. Hnrrnful if swallowed or 
absorbed through skin. • WeG \)!"Otecti,ve e~wear 
{goggles and/or face ~1~, FQtec\.ive' §lot:lfir!g' and 
waterproof gloves. w!Wt tli.oro~y ~th S!la!• and 
water after handling. Relliove tontamilhi:t<:d cl,thing 
and wash clothing before reuse. 

WHEN POWDER lS DILUTED: Causes moderate 
eye irritation. Harmful if absorbed through skin or 
inhaled. Avoid breathing vapor. Avoid contact with 
eyes, skin or clothing. Wash thoroughly with soap 
and water after handling. Remove contaminated 
clothing and wash clothing before reuse 

FIRST AID 
IF IN EYES: Hold eye open and rinse slowly and 
gently with water for 15·20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, 
then continue rinsing. Call a poison control center or 
doctor for treatment ad vice. 

IF ON SKIN OR CLOTIIING: Take off 
contaminated clothing. Rinse skin inunediately with 
plenty of water for 15·20 minutes. Call a poison 
control center or doctor for treatment advice. 

IF SWALLOWED: Call a doctor or get medical 
attention. Do not induce vomiting or give anything 
by mouth to an unconscious person. Drink 
promptly a large quantity of milk. egg whites, 
gelatin. or if these are not available, drink large 
quantities of water. Avoid alcohol. 

IF INHALED: Move person to fresh air. If person is 
not breathing, call9ll or an ambulance, then give 
artificial respiration, prefembly by mouth-to-mouth, 
if possible. Call a poison control center or doctor for 
further treatment advice. 

N01E TO PHYSICIAN: Probable mucosal damage 
may contraindicate the use of gastric lavage. 

STORAGE AND DISPOSAL 
STORAGE: Keep out of children's reach. Store at 
room temperature out of direct sunlight, DO NOT 

" . . 

store about 30°C (or 86°F). ,··-·:~ =rm:SA Do not"~' emPtr pouoh, w"~ m c?:z) 



TASK ASSIGNMENT FDRI\1 
Antimicrobial Division/Regulatory Management Branch II 

Product· 

REVIEWER' 

De~cription of Action: 

REVIEWER ASSIGJ\iED J>A'J'E 

DATi:: DUE--FROM SCIENCE 

2"o"os" 
T#:~,o'r:Daf~:._ PSBAcute · PSB RASSB RASSB JU.SSB:·.~~;-~ RASSB 

~_:_ ___ lc~h:•:..,:·n:n=:~oJ·:T~ox~i:'":'•~gy:." ~o~" lE~r:n~;;~n~: __ i_ J~~·~,;:,•:n:··m~~:":":' JLE~·~·~'·~·~;,:·'~o:!...JJ~;)~ 0 E"~~ur~ :" __ 

COMMENTS: NOTE TO ARCTIC SLOPE- PLEASECOMPLET£ PART B OF fORM. 

~ -::---- --· -::-- --



STERILEX® 
May 13,2005 

Document Processing Desk [AMEND] 
Office of Pesticide Programs (7504C) 
US Environmental Protection Agenci 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

ATTENTION: Velma Noble 
Product manager, Team 31 

SUBJECT: Sterilex Corporation 
Sterilex Ultra Powder 
EPA Registration Number 63761·5 
Label Amendment to Revise Label Per EPA Letter 

Dear Ms. Noble: 

we are submitting a label amendment for Sterilex Ultra Powder. The sole 
purpose of this amendment is to revise the label in accordance with the 
comments from the EPA letter dated February 4, 2005. No other changes have 
been made to the product label. 

Enclosed, please find the following documents: 

1) Pesticide Application; 
2) Three (3) copies of the revised product label. 

If you have any questions, please contact me at 410-581-8860 or by e-mail 
at eric@sterilex.com. 

S:eJt~~ 
Eric delaubenfels, Ph.D. 
Sterilex Corporation 

" . '' 

'·'·•··· 

•••• 
ll409CRONHJLLDRIVE • SUITEL • OWJNGSMILLS,MD21117 • D!RECf410-581-8860 • 1-800-511-1659 • FAX410-581~8664 .!www.sterilex.com 



· , fonn. I. OMB No. 

' - United States D Registration OPP Identifier Number 

EPA 0 Environmental Protection Agency li5J Amendment 
Washington, DC 20460 D Other 

Application for Pesticide - Section I 

I'· t N"mo" 12. 
, r.i~:bi.; 

3, 

4. ;~ 0None D""'""'"' 
~ration , Cod•) 

~)(1), my product is si-~i7ar or identi~~~%mposition and labeling 
11409 Cronhill Drive, Suite L to: 
Owings Mills, MD 21117 EPA Reg. No. 

wnr~~ Product Name 
ro 
I I co. · 

Section -II 

,l@ Amendment- Explain below. Final printed labels in response to Agency letter dated_ 

1 
R~ubmission in response to Agency letter dated "Me Too" Application 

'=: 
Use. ) if necessary. (For i and I II.) 

Label Amendment to Update Label In Accordance with 02/04/2005 EPA Letter 

Section -Ill 

~ ; w~· I 2. ,., ; 

E,::s· Yes R:: Motol 

N() Plastic 

I~" No,~ ~:y~: NO. por Glass 
*";ertification must Packaging wgt. ' .. ~ submitted 

Paper 

I I I 01"", 
,3. ' I '· ';I 5. ; 

D Laool D Container On Label 

Oo II 

I"· 'tWhlclt I lo Product Lithograph D 
Paper glued 

Section -IV 

t. Coolact ; 

Name Eric 1 I"" I 411 
! Codo) 

'"· I certify thallhe statements I have made on lhis form and all attachments thereto are true, accumle and complete. I ; 
any knowingly false or misleading statement may be punishable by fine or imprisonment or both under 

(~tamped) ' I I 

12. ; z;/;..dt ~ /} . .i;t 1 3. Trtlo 
laboratory Director (0 >q.-~ v 

I'· 
Eric deLaubenfels / 

1s. o,~ 
May 13,2005 .. 

\File Copy 1 • r 
• • • 
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UNrTED SlATES ENVIRON.MENTAL PROTECTION AGEN~ 

·,,:-:_;',' -' 

JUL l 2005 

Dr,April Zambelli-Weiner 
·- .Sterilex 

I '1409 Cronbill Drive, Ste. L 
Owings Mills, MD 21117 

Subject: Sterilex Ultra Powder 
EPA Registration No .. 63761-5 
Notification Date: Juoe 9, 2005 

EPA Receipt Date: Juoe 14,2005 

.: \. b~~-Di. Weiner, 

. ,_ . ' ·-· 

This letter acknoWledg~s receipt of the follo\Ying. notification und_er FIFRA sectiOn 3( c )9 
· aodPRNotice 91'2. · · 

... ·.·-; ' " ·--~ 
• 

Gener.al CommentS 

Based on a review-'ofthe submitted materials, .your D.otification to add the.claim, "'hiinlc · 
Pipk Once a Week, " is acceptable and apart of the recotds _on file. · 

Should you have any questions regarding this letter, please contact Jacqueline M~FarUme. 
at(703) 308-6416 .. 

Sincerely, 

ci 

~:~0~ 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

• 

. :.· . 

. . 

@. 
IYWIOL 
~RN~£:b·•-•·••••"""-l'"""""""-+""'"""'"""""'1'""'-'"''"~''i"-•,.,.,.,.;,.,,,,.,.,.,,.,.,_,,,.,l,,. .. ,.,,.,.,,..,-ir---•--~-



TASK ASSIGNMENT F{)RM 

Antimicrobial Division/Regulatory Management Branch II 

REVJEWERo , 

De~tription of Attion: 

RE'VIEWER 

DATE DUE FROM SOENCE 

TOl'M 

Chemistry D 

COMMENTS: 

.. ·' 

PSB Acute PSB 
-_~Ol:icoi·Ogy. '0 -- .Erii'cacy 

0 

. '• ·.·· 
' ·-· .. ·· -

---

, RASSB 

En\'irori'fiifntal Eco!ogh:~al 
Fate o Effects· ·a .. 

NOTE TO ARCTIC SLOPE · PLEASECOMPLET£ PART B OF FORirl: 

.. :· 



( 

STERILEX® 
09 June 2005 

Document Processing Desk [NOTIFICATION) 
Office of Pesticide Programs (7504C) 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1801 Bell Street South 
Arlington, VA 22202 

ATTENTION: 

SUBJECT: 

Dear Ms. Noble: 

Velma Noble 
Product Manager, Team 31 

Sterilex Corporation 
Sterilex Ultra Powder 
EPA Registration Number 63761-5 
Notification of minor label change 

We are submitting a notification for Sterilex Ultra Powder. The sole purpose of this 
notification is to infonn the agency of the following minor label change to the above 
referenced product: 

1. "Think Pink Once A Week" has been added to the label 

Please find enclosed a copy of the revised label with the above change highlighted in 
yellow. 

If you have any questions, please contact me at 410-581-8860 or by email at 
april@sterilex.com. 

Sincerely, 

April Zambelli-Weiner, Ph.D. 
Senior Research Scientist 
Sterilex Corporation 

.. 
11409 CRONHILL DRIVE • SUITE L • OWINGS MILLS, MD 21117 • DIRECf 410-581-8860 • 1-800-511-1659 • FAX 410-581-8864 • www.sterilex.com 
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tmportant Notice: 
Before using Sterilex Ultra please read the following 
infonmtion. 
l. This product is to be used in conjunction with regular 

testing ofdenlill unit water. 
2. The IlliUIUflloCturer of the dental unit should be consulted 

before use of this product about compatibility ofSlerilex 
Ultra with tjle denlill unit. 

DIRECTIONS FOR USE 

II is a violation of Federal law to usc this product in a 
manner inconsistent with its labeting. 

I. Initial Start-Up Treauncnt: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment: Treat DUWL one night/week 
(Monday-ThllfSday recommended) after Initial Start
up treatment. 

How To Apply Sterilex Ultra P<:~wder: 

I. At the end of the workday, add eight (8) ounces of 
HOT water to a Sterilex measuring cup or other 
empty container. 
2. Add one packet of Stcrilcx Ultra to the bot water. 
Use stirrer to mix or swirl to dissolve. Be sure all 
powder is dissolved. Pour pink liquid into an empty 
external dental unit water bottle. Do not use PET 
Bottles (See note for bottle requirements). Use 
within 24 hours after powder has been dissolved in 
water. 
3. Run Sterilcx Ultra mixture through the system 
until the pink mixture appears at the end of the AJW 
Syringe and Handpiece Line. Always remove the 
Handpiece. 
4. Allow the mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning of the next workday, discard any 
remaining mixture in exlernal water bottle. Rinse 
the external water bottle with bot water. 
6. Fill the external water bottle with hot water. Flush 
each line (AJW Syringe, Handpiece) until the bottle 
is empty. 

·-. 

(t STERILEX. 

Sterilex Ultra 
Powder 

Think Pltik O!f~~'jt Week 

• Removes• bioftlm from dental unit 
water lines 

• Prevents and suppresses formation 
ofbioftlm in dental unit water lines 

• Kills bioftlm bacteria 
• 
• Maintains denfiin!hit water line 

effluent water <500 cfulml 

Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of0.08 Inches Or A High/Low 
Density Polyethylene Blend With A Minimum 
Thickness OfO.I4 Inches. 

• Laboratory studies have shown >90% removal 

Active Ingredients: 

N-Alkyl(C1,95%,Cu3%,C,a%) 
dimethylbenzylammoniumchloride .... [0.0% 
Sodium Carbonate Peroxyhydrale ...... 29.75% 

Other tngredients ....................... __ ............. .. 60.25% 
TOTAL toO.O% 

KEEP OUT OF THE REACH OF CHILDREN 

DANGER 
(See side panel for i!.dditional prewutionary ltlld first aid 

statements) 

STERILEX CORPORATION 
11409 Cronblll Drive 

Owings Mills, l'tiD 21117 
Phone: 1-800-511-1659 Fax: 410-581-8864 

www.sterilex.com 

.-·-. :.·.· 

PRECAUTIONARY STATEMENTS 

Hazard To Humans And Domestrc Animals. 

DANGER. Corrosive. Causes irreversible eye 
damage and skin burns. Hannful if swallowed or 
absorbed through skin. Wear protective eyewear 
(goggles and/or face shield), protective clothing and 
waterproof gloves. Wash thoroughly with soap and 
water after handling. Remove contaminated clothing 
and wash clothing before reuse. 

WHEN POWDER IS DILUTED: Causes moderate 
eye irritation. Harmful if absorbed through skin or 
inhaled. Avoid breathing vapor. Avoid contact with 
eyes, skin or clothing. Wash thoroughly with soap 
and water after handling. Remove contaminated 
clothing and wash clothing before reuse 

FIRST AID 
IF POWDER GETS IN EYES: Hold eye open and 
rinse slowly and gently with water for I5-20 
minutes. Remove contact lenses, if present, after the 
first 5 minutes, then contintre rinsing. Call a poison 
c<mtrol center or doctor for treatment advice. 

IF POWDER GETS ON SKIN: Take off 
contaminated clothing, Rinse skin immediately with 
plenty of water for 15·20 minutes. Call a poison 
control center or doctor for treatment advice. 

IF POWDER IS SWALLOWED: Call a doctor or 
get medical attention. Do not induce vomiting or 
give anything by mouth to an unconscious person. 
Drink promptly a large quantity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quantities ofwoter. Avoid alcohol. 

IF POWDER IS INHALED: Move person to fresh 
air. If person is not breathing, call 911 or an 
ambulance, then give artificial respiration, preferably 
by mouth-to-mouth, if possible. Call a poison control 
center or doctor for further treatment advice. 

NOTE TO PHYSICIAN: Probable mucosal damage 
may contraindicate the use of gastric lavage. 

STORAGE AND DISPOSAL 
STORAGE: Keep out of children's reach. Store at 
room temperature out of direct sunlight, DO NOT 
store about 30"C (or 86°F). 

::osAL, Do oot reu.o empty poocl>, di"Md ~~") 
MadeinUSA ~ 
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Please read instructions on re\18r.so before comiJ/eting form. Fo~m__bp!!_roved. OMB No. 2070..(1060 - EPA United States D Registration OPP lc!enlffier Number 

0 Environmental Protection Agency D Amendment 
Washington, DC 20460 121 Other 

Application for Pesticide - Section I 

1. CompanyiProduct Number 2. EPA ProdLH:t Manager 3. Proposed .::Jasslficalion 
63761-5 VelmaNoblo 

0 None 0 Reslricted 4. Company/Product (Nama) PM# 
Sterilex Ultra Powder 31 
5. Name and Address of Appr~eant (fnc/Ude ZtP Code) B. Expedited Review. In accordance with FIFRA Ser.tion 3(c)(3) 
Sterilex Corporation (b}(l), my product is similar or identical in composition and labeling 
11409 Cronhill Drive, Suite L to: 
Owings Mills, MD 21117 

0 Chtlr:k if lhfs is a new address 

Section- II 

0 Amendment- Explain below. ~_Final printed labels in response to Agency letter d<rled 
,[] Resubmlsslon In response to Agency letter daled 0 "Me Too" AppPcation 
C"'?! Nollncatlon- Exelain below. 0 Other- Explain below 
EXplanation: Use add'rtional page(s) if necessary. (For section I and Section II.) 

Notification of minor par::bging and related label r::bangu per PR Notice 98-10 consisting of the addition or "Think Piak Onr::c A Week" lo the 
label. 

Tbh notific:ation Is c:1)DSbh:nt with tile provision1 ofPR Notir::e 98-10 and EPA regulations at 40 CFR 151.46, and no other cbangu have been 
made to the labeling or the confidratial statemeal of formula of this product. luaderstan~ that it b • violation of 18 U.S.C. Ser:. 1001 to 
wiiH"ully makC'&ny false st.atemnt to EPA. I fUrther understand that ifthU notification is not c:i)nsimnt witb the terms orPR N"otir::e 9S..IO 
and 40 CF.R 15146. this prodaet may be in violation orFIFRA and I may be subject- to enforcement action and peaaltiu undcJ· ,cttions U 
and 14orFJFRA. 

Section - Ill 
' t. MaMrlal This Product Wlll Be Packa ed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. TypeofCon/aln~r 
0 Yes"' RYes R Yeo 0 Metol 
0No No No 0 Plastic 

If "Yes- No. per If 'Yes• No. par 0 Glass 
*P<IIllrtificaUon must Unit Packaging Wgl container Packagewgt conlainer 0 Paper 
(._;_--~;ubmitted I I EJ 0/her {Sper::!fyJ 
3. Loca/lon of No/ Con Ienis Jnformai!On 4. Slte(s) Relail Container 5. locallon ol U.bel Directions 

0 Label 0 Container 0 On label 
5, 30 and 55 gaP OM n On labeling accompanying_ product 

6. Manner in Which Label Is Afl]xed to Product ~ Lithograph U Other 8 Paper glued 
Slenclled 

' 
Section- IV 

1. Contact Point (Campfeto itoms dirocffy below foridentificalkm offndhtiduaf to be contacted, if necessary, to prrx;oss thfs opplication) 

Name - Telephone No. {Iodide Area COOe) 
April ZambeiiJMWeiner· Senior Research Scientist, 410..S81-8860 

Sterilex Corporation 
Certification 6. Date AppliClition 

1 certify thai the statements I h,ave made on this foJm and all attachments thereto are true, a~:eurate and complete. Received 
1 acknowledge thort any knowingly false or misleading sta/oment may be punishable by rrne or imprisonman/ or 
both under appllcab~-~ (Stamped) 

2. Signature 
~ ,,_. ~;(}, /1. - 3. T.tle 

Senior Research Scientist, 

® H ·yv Stenlex CorPOration 
4. Typed Name / n""i 5. Dale 

7-//t /o5 Aprfl Zam lliMWelner 

EPA Form 8570-1 (Rev. 8·94) Previous editions am obsolete I White- EPA File Copy {original) Yellow~ Applicant Copy 
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{under FlFRA; as amended) 

Drc Shira Kramer 1 

Sterilex Corporation 
140.9 Cronhill Drive 

Suite L 

L 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of PestiCide Programs 

Registration Division (tmO~C) 
401 'M' SL, S.W. 

Washington, D.C. 20460 

c 

NOTICE OF PESTICIDE: 
JL Registration 
_ Reregistration 

2. Make the following label changes: 

~A Reg. Number. 
~ .<~ .: .\ ··~ .. -

63761-5 

Da.te of issuance: 

FEB 0 4 2005 
Tc.nn ofis~uance: Conditional .. 

Name o(~cideProduct: 

Sterilex Ultra Powder 

a. Revise the EPA Registration Number to read, "EPA Reg. No. 63761-5". 

b. Delete the claim, "disinfects interior surface of dental unit water lines" because the 
Agency has not established a performance standard for this type of use. 

c. Revise the "First Aid" subheading by removing the phrase "If Powder'' and replace it with 
the following subheadings as outlined inPR Notice 2001-1: 

"IF IN EY'cS, IF ON SKIN OR CLOTHING, IF SWALLOWED, and IF INHALED" 

sjf;l~fficial: 

Velma Noble 
Product Manager 31 

Management Branch I 
Division 

Date: 



•. 
( ::·· 

Page2 
EPA Reg. No. 63761;5 

,, . 

3. The Agency has not developed a performance standard for dental unit waterlines~ Once a 
method and performance standard has been established, you will be required to submit 
aPpropriate" data to the Agency to maintain your product's registration. · 

If these conditions are_not complied with, the registration will be subject to cancellation 
in accO!dance with FIFRA sec. 6( e). Your release for shipment of this product constitutes 
acceptance of these conditions. 

A stamped label is enclosed for your 'records. Submit two (2) copies of the revised final 
printed label for the record. If you have· any q'9-estions regardillg this leiter: please contact 
Jacqueline McFarlane at (703) 308-6416. . .;,, . . · 

.. 

Enclosure: Acute Toxicology Data Evaluation 
Stamped Label 

·- -- ·-· -~ ·Velma Noble.- ·:·::::.;:;._,_;_.; ---~, --
Prriduct Manager (31) · 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

_._,._ 



Important Notice: 
Before using Sterilex Ultra please read the following 
information. 
t. This product is to be used in conjunction with regular,· 

testing of dental unit water. 
2. The manufacturer of the dental unit should be consultf'.Q: 

before use of this product about compatibility ofS!erilC:X 
Ultra with the dental unit. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product irt a 
manner incOflsistent with its labeling. 

I. Initial Start·Up Treatritenl: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment: Treat DUWL one night/week 
(Monday-Thursday recommended) after Initial Start· 
up treatment. 

How_To Aoolv Sterllex_Ultra Powder: 

I. At the end of the workday, add eight (8) ounces of 
HOT water lo a Sterilcx measuring cup or other 
empty container. 
2. Add one packet of Sterilex Ultm to the hot water. 
Use stirrer to mix or swirl to dissolve. Be sure all 
powder is dissolved. Pour pink liquid into an empty 
external dental unit water bottle. Do not use PET 
Bottles (See nole for bottle requirements). Use 
within 24 hours after powder has been dissolved in 
water. 
3. Run Sterilex Ultra mixture through the system 
until the pink mixture appears at the end of the A!W 
Syringe and Handpiece Line. Always remove the 
Handpiece. 
4. Allow the mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning of the next workday, discard any 
remaining mixture in external water bottle. Rinse 
the external water bottle with hot water. 
6. Fill the external waler bottle with hot water. Flush 
each line (AJW SyrA@CBllill3i\:e) until the bottle 
;, ompty. ,I;>.""'~"""R 

M~i:l'A"i.'iif'<~W~ 

u~~=~~~~ 
Thngi.ctde, andRodenticideh'tBS ,.::. :·~ 
amended, for the pesticide, •;;-::::-.} 
registered under EPA Reg. N<> 03 7 (of'"; 5 

(t STERILEX. 

Sterilex Ultra 
.i'c,wder 0 . 

., " 0 (l .:. " 
., <> • v. 

• ·· -I{emo'WS• bi6film from dental unit 

,,,., 
~·~-

d 

• 

water lines 
~-:.yents and suppresses fonnation 
'!fhr.,ftlm in dental unit water lines 

• Maintains dental unit water line 
effluent water <500 cfulml "'"' 

Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of 0.08 Inches Or A High/Low 
Density Polyelhyiene Blend With A Minimum 
Thickness Of0.14 Inches. 

• Laboratory studies have shown >90% removal 
•• Control of bacterial contamination in the DUWL 
is affected by the quality of incoming waler. Slerile 
water is recommended by OSAP. 

Active Ingredients: 

N·Aikyl(C1~95%,C1,3%,CJ6l%) 

dimethyl benzyl ammonium chloride ...... IO.O% 
Sodium Carbonate Perox:tl,lYdrate ...... .29.75% 

Other Ingredients ......................................... 60.25% 
TOTAL tOO.O% 

KEEP OUT OF THE REACH OF CHILDREN 

J>ANGER 
(See side panel for 'additional precautionary and first aid 

statements) 

STERILEX CORPORATION 
11409 Cronhl11 Drive 

Owings MUJs, :MD 21117 
Phone: 1-800-511-1659 Fax: 410-581-8864 

' . -, 

PRECAUTIONARY STATEMENTS 

Hazard To HumaosAnd Domestic Animals. 

DANGER. Corrosive. Causes irreversible eye 
damage and skin bums. Harmful if swa!lowed or 
absorbed through skin. Wear protective cyewellf 
(goggles and/or face shield), protective clothing and 
waterproof gloves. Wash thoroughly with soap and 
water after handling, Remove contaminated clothing 
and wash clothing before reuse. 

WHEN POWDER IS DILUTED: Causes moderate 
eye irritation. Harmful if absorbed through skin or 
inhaled. Avoid breathing vapor. Avoid contact with 
eyes, skin or clothing. Wash thoroughly with soap 
and water after handling. Remove contaminated 
clothing and wash clothing before reuse 

FIRST AID 
IF POWDER GETS IN EYES: Hold eye open and 
rinse slowly and gently with water for 15·20 
minutes. Remove contact lenses, if present, after the 
first 5 minutes, then continue rinsing. Ca!l a poison 
control center or doctor for treatment advice. 

IF POWDER GETS ON SKIN: Take off 
contaminated clothing. Rinse sldn immediately with 
plenty of water for 15-20 minutes. Call a poison 
control center or doctor for lreatment advice. 

IF POWDER IS SWALLOWED: Ca!l a doctor or 
get medical attention. Do not induce vomiting or 
give anything by mouth to an unconscious person. 
Drink promptly a large quantity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quantities of water. Avoid alcohoL 

IF POWDER IS INHALED: Move person to fresh 
air. If person is not breathing, ca!! 91! or an 
ambulance, then give artificial respiration, preferably 
by mouth-to-mouth, if possible. Call a poison control 
center or doctor for further treatment advice. 

NOTE TO PHYSICIAN: Prol:iab!e mucosa! damage 
may contraindicate the use of gastric lavage. 

STORAGE AND DISPOSAL 
STORAGE: Keep out of children's reach. Store ot 
room lemperature out of direct sunlight, DO NOT~ 
store about 3o~c (or g6°F). 
DISPOSAL: Do not reuse empty pouch, discard i ~ 
trash. c/' 

Made in USA 

.)\ 

c/ 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

December 8, 2004 

MEMORANDUM 

Subject: Acute Toxicity Review for EPA File Symbol: 63761-L/ Sterilex 
Ultra 

To: 

From: 

DP Barcode: D310043 

Velma Noble, PM 31 I Jacqueline Campbeii-McFarlane 
Regulatory Management Branch 
Antimicrobials Division (7510C) 

Ian Blackwell, Biologist Ll-r1l 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Through: Karen Hicks1 Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

Applicant: The Sterilex Corporation 

FORMULATION FROM LABEL: 
Active Ingredient(s): 
N-Aikyl dimethylbenzylammonium chloride 
Sodium Carbonate Peroxyhydrate 
Other Ingredient(s): 

Powder 

%by wt. 
10.0 
29.75 
60.25 

Total: 100.00% 

(~~ 
~ 
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I BACKGROUND: The Sterilex Corporation requests a waiver of the acute 
inhalation toxicity study requirement for its product, "Sterilex Ultra Powder". 
Supporting this request is "Final Report- Particle Size and Attrition Resistance 
for Ultra Kleen CW502". The study was conducted by the Celotex 
Corporation. This report is assigned MRID Number 463799-01. 

This study report was conducted using "Uitra-Kieen CW502". The 3/30/2004 
cover letter from regulatory consultants Lewis&, Harrison ~tates: "Sterilex 
Ultra Powder is identical to Ultra-Kieen CW-502 (EPA Reg. No. 63761-2) 
with respect to composition." 

This study conducted Was a particle size determination. According to the 
report, the following was_carried o~t:. 

-
A The test samples were "screened using a 125 1Jm sieve to remove 

very fine particles from the sample as received." 
B "50.0 grams of the sieved granules were transferred to bottles with 

50. Grams of glass beads, samples A & B. The bottles were placed on 
the. roller system which was adjusted to a speed of 100 ± 3 rpm. The 
bottles were allowed to rotate for 4500 revolutions, or forty-five 
minuteS.11 

According to the report, both samples were over 99% resistant to attrition. 

Particle Size Determination of Ultra Kleen CW502 

Particle Size (microns) Lot C 9708013 9453 Lot 970801-1 9454 

> 125 94.32 97.74 

125 > X >53 4.80 1.90 

53> 0.88 0.36 

An acute toxicity review of 63761-L was conducted by CTT/PSB/AD on 
6/11/2002 The results of that review were· . . 

Study Toxicity Acceptability 
Category 

acute oral toxicity III Acceptable 

acute dermal toxicity III Acceptable 

acute inhalation toxicity II Waived 

primary eye irritation I Self-Validated 

primary skin irritation I Self-Validated 

dermal sensitization Nonsensitizer Waived 



II RECOMMENDATIONS: PSB findings are: 

CTT/PSB/AD waives the acute inhalation toxicity study for EPA File Symbol 
63761-L. 

The acute toxicity profile for File Symbol 63761-L is currently: 

Study MRID Number Toxicity Acceptability 
Category 

acute oral toxicity --- III Acceptable 

acute dermal toxicity --- III Acceptable 

acute inhalation toxicity 463799-01 IV Waiv'ed 

primary eye irritation --- I Self-Validated 

primary skin irritation --- I Self-Validated 

dermal sensitization --- Nonsensitizer Waived 

Ill LABELING: 

1 The signal word for Registration Number 63761-L (the undiluted product) 
is "DANGER". 

2 The Precautionary Statements for Registration Number 63761-L (the 
undiluted product) are: 

"Corrosive. Causes irreversible eye damage and skln burns. Harmful if 
swallowed or absorbed through skin. Do not get in eyes1 on skin or on 
clothing. Wear protective eyewear (goggles or face shield). wear 
protective clothing and waterproof gloves. Wash thoroughly with soap 
and water after handling and before eating~ drinking1 chewing gum 1 Or1 

using tobacco. Remove and wash contaminated clothing before reuse." 

3 The First Aid Statements (derived from PR-Notice 2001-1) for 
Registration Number 63761-L (the undiluted product) are: 

If in eyes: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

Remove contact lenses1 if present~ after the first 5 minutes, then 
continue rinsing. 

• Call a Poison Control Center or doctor for treatment advice. 



If on skin or clothing: 
• Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a Poison Control Center or doctor for treatment advice. 

If swallowed: 
• Call a Poison Control Center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to do so. 
• Do not induce vomiting unless told to do so by a Poison Control Center or 

doctor. 
• Do not give anything by mouth to an unconscious person. 

4. CTT/PSB/AD still feels that the registrant needs to conduct a dermal 
sensitization study using the use dilution(s) of this product. 



LEWIS & 
HARJUSON 
Consultants In Government Affairs 

September 30, 2004 

122 C Streel, N.W., Suite 740 
Washinglon, D.C. 20001 

telephone 202.393.3903 
fax 202.393.3906 

Document Processing Desk [RESPONSE[ 
Office of Pesf1cide Programs (7504C) 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 

463799-00 

HAND DELIVERED 

(i}; Arlington, VA 22202 

( 

ATTENTION: Velma Noble 
Product Manager, Team 31 

SUBJECT: Steri/ex Corporation 
Sterilex Ultra Powder (EPA File Symbol 63761-L) 
Response to Agency Letter Dated June 28, 2002 

Dear Ms. Noble: 

On behalf of Sterilex Corporation ("Sterilex"), we are responding to the Agency's June 28, 2002 
letter (copy attached) regarding the registration application for Sterilex Ultra Powder. Each of 
the deficiencies and comments made in the Agency's letter are addressed below. 

A) PRODUCT CHEMISTRY: 

Agency Comment - Sodium percarbonate must be characterized as an active 
ingredient in this product formulation. 

In response to the Agency's detennination, we have prepared a new CSF for Sterilex Ultra 
Powder. The new CSF includes sodium percarbonate as an active ingredient. The new CSF 
is enclosed with this response package. 

In addition, the product label has been revised to include sodium percarbonate as an active 
ingredient in the ingredient statement. Copies of the updated label are also enclosed with 
this response package. 

B) ACUTE TOXICITY: 

Agency Comment #1 -(paraphrased) Revise the precautionary statements as 
indicated. 

The Precautionary Statements section has been revised as indicated by the Agency with 
the exception of the inhalation hazard statement. Copies of the updated label are enclosed 
with this response package. 

Slerilex Ultra Powder (#63761-l) Seplember 30, 20041 Page 1 of 3 



Sterilex is requesting that the respirator language not be required for ttie precauf1onary 
statements. Sterilex Ultra Powder is identical to Ultra-Kieen CW-502 (EPA Reg. No. 
63761-2) with respect to composition. In effect, the fofmula for Sterllex Ultra Powder 
~e considered equivalent to an altemate formulation of Ultra-Kieen CW-502, and the 
~would have no effect on the overall toxicity of the product. The Agency determined 

that no respirator statement would be required for Ultra-Kie~n CW-502 based on the 
particle size, and the same considerations would be applicable to Sterilex Ultra Powder. 

' 
We have learned th~t the particle size and attrition study that had been previously submitted 
for Ultra-Kieen CW-502 was never assigned a MRID nt.Jmber. We are, therefore, re
submitting the report so that a MRID number can be assigned for future reference. The 
report is included with. this response. 

Agency Comment #2 -{paraphrased) Revise the First Aid statement as indicated. 

The· First Aid statement has been revised as indicated by the Agency. Copies of the 
updated label are enclosed with this response package. 

Agency Comment #3- (paraphrased) Address the ~ermal sensitization data 
requirement 

Aside from the addition of a small a·mount of~terilex Ultra Powder is identical to 
Ultra-Kieen CW-502 (EPA Reg. No. 63761-2) with respect to composition. In effect, the 
fonnula for Sterilex Ultra Powder would be considered equivalent to an alternate 
formulation of Ultra-Kieen CW-502, and the-would have no effect on the overall 
toxicity of the product. The Agency determined that Ultra-Kieen CW-502 is a non-sensitizer. 
Therefore, the same determination would apply to Sterilex Ultra Powder based on the 
substantial similarity between the two products. 

Since the neat powder is categorized as a non-sensitizer, diluting the product with water 
would not change the sensitization potential of the powder. 

In addition, Sterilex Ultra Powder has been classified as Category 1 for eye and skin 
irritation. Therefore, Sterilex Ultra Powder is considered corrosive to the skin and eye 
tissue. Th8 Agency has previously waived the requirement tOr skin sensitization data in the 
case of products that are found to .be corrosive to the skin and eyes. 

Agency Comment #4- (paraphrased) Include use dilution labeling in italics after the 
general precautionary statements. 

The italicized use dilution labeling has been added as indicated by the Agency. Copies of 
the updated label are enclosed with this response package. 

C) EFFICACY: 

(paraphrased) The claim "disinfects biofilm bacteria" is not acceptable based on the 
proposed performance standard, "90% of biofilm samples demonstrate <200 

;:,;eruex Ulira Powder {#63761-L) September 30, 20041 Page 2 of 3 



cfu/cm2
." Either submit data that supports the current disinfection standard or delete 

"disinfection of biofilm bacteria" claims from the label. 

Per its discussions with Dennis Edwards, Sterilex has revised the biofilm claims for the 
Sterilex Ultra Powder label. The revised label now reflects the results of the laboratory 
testing for biofilm removal. Please note that Sterilex is willing to work with EPA further on 
the wording for these claims and would appreciate a telephone call or having a meeting to 
discuss any further recommended changes regarding the biof1lm claims. · 

D) SUPPORTING DOCUMENTS: 

In addition to the aforementioned attachment, please find enclosed the following documents to 
supPort the registration of Sterilex Uttra Powder: 

1) Applicalion for Pesticide Registration (OPP ID 297051); 

2) Two (2) copies of the corrected Confidential Statement of Formula; 

3) Corrected Formulator's Exemption Statement with corrected Confidential Statement of 
Formula; 

4) Five (5) copies of the corrected producllabel; and, 

5) Three (3) copies of the report 

Final Report: Particle Size and Attrition Resistance for Ultra Kleen CW502. 
(September 28, 2004) by Sterilex Corporation; 6 pages. 

48379901 MRID ____________________________ __ 

E) CONTACT INFORMATION: 

Lewis & Harrison LLC is acting as the company contact and company agent for the puq:x::>ses of 
this product registration. Accordingly, please direct all correspondence to us at 122 C Street 
NW, Suite 740, Washington DC 20001. If you have any questions, please contact me by 
telephone at 202-393-3903 ext. 13 or by e·mail at wmccombie@lewisharrison.com. 

Wendy A McCombie 
Agent f0r, 
Sterilex Corporation 

WAM/wm 
Enclosures 

CC: Eric delaubenfels (Sterilex Corporation) 

Slerilex Ultra Powder (#63761·L) September 30, 2004/ Page 3 of 3 



DP #: {310043) 

DATA PACKAGE BEAN SHEET 
Date: 03~Nov~2004 

Page 1 of2 

***Registration Information*** 

Registration: 63761-L- STERILEX ULTRA POWDER 

Company: 63761 ~ STERILEX CORP, THE 

Risk Manager: RM 31 -Velma Noble. (703) 308-6233 Room#CM-2 3088 

Risk Manager Reviewer: Jacqueline Campbelt-McFarlane JMCFAR02 

Sent Oate: ____ _ Calculated Due Date: OS.Feb-2005 

Type of Registration: Product Registration· Section 3 

Action Desc: (188) AODITIONAL USE;NEW REGJSTRATION;OLD JNGREDIENT;ME-TOO; 

Decision#: 219287 

Edited Due Date: -----

Ingredients: 069184, Alkyt• dimethyl benzyl ammonium chloride '\95%C14, 3%C12, 2%C16)(10%) 

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 03-Nov-2004 Due Back: -----

DP Ingredient: 069184, Alkyl~ dimethyl benzyl ammonium chloride ~(95%C14, 3%C12, 2%C16) 

DP Title: Particle Size and Attrition Resistance 

CSF Included: 0 Yes e No Label Included: 0 Yes e No Parent DP#: -----

Assigned To Date In Date Out 

Organization: cA~D~/~P~S~B'--------- Administrative Due Date: 06-Felr2005 

Team Name: "C~TT_,_ ________ _ Negotiated Due Date: 

Rc. ~.ver Name:----------- Projected Completion Date: -----

Contractor Name:-----------

* * * Studies Sent for Review* * * 

No Studies 

* * * Additional Data Package for this Decision * * * 
Printed on Page 2 

* * * Data Package Instructions * * * 
Please review the Particle size study to address the inhalation data requirement. Also please respond to Registrants waiver request for dermal 
sensitization in the attached cover letter. 



' •.:. 

STUDY TITLE: 

Final Report-
Particle Size and Attrition Resistance for Ultra Kleen CW502 

AUTHOR: 

Sterilex Corporation 

STUDY COMPLETION DATE: 

September 28, 2004 

PERFORMING LABORATORY: 

Celotex Corporation Testing Services 
10301 Ninth Street North 

Saint Petersburg, Florida 33716 

LABORATORY TEST IDENTIFICATION: 

MTS Job No. 258230 
MTS Job No. 258227 

DATA SUBMIITER: 

Sterilex Corporation 
11409 Cronhill Drive, Suite L 

Owings Mills, MD 21117 

463799·01 

•P_age1 of6 
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·page is not included in this copy. 

\,~~-~~-4 -t~rough.-~_are J;J.ot iriclilded • 

. The . nlaterial . not .inc.iuded contains the following . type . of 
iriformation: 

. 
Ident~ty. of product inert ingredients. 

~' 

-

Identity of product impuritiE7-s •. 

Des~ription of the product manufacturing process. 
' 

Description of quality controi procedures. 

Identity of the soUrce 6f product in9r~'dients~ 

sale~ or other commercialjfinancial information. 

A draft produCt label.· 

. -. .The product confidential statement of for:tfiula. -
Information about a pending registration action. 

/ FIF~ registration data • 
. . 

Tl;le ·aoCument ·is a duplicate ·of page (s) --,---· 
The document is not respOnsive to the request. 

The information not included is generally considered 'confidentiai 
·by produCt registrants.· If you have any questions, please contact 
the individual Who prepared the response to Y?Ur requeSt. 
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Applicanfs Name and Address 

Sterilex Corporation 
11409 Cronhill Drive, Suite L 
Owings Mills, MD 21117 

Form approved. OMB NO. 2070-0060. Approval Expires 1·30...93 
UnUed States Environmental Protection Agency 

Washington, D.C. 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

EPA File Symbol/Registration Number 

63761-L 
Product Name 

Sterilex Ultra Powder 
Date of Confidential Statement of Formula (EPA Form 8570-4) 

September 10, 2004 

As an authorized representative of the applicant for registration of the product identified above, I here certlfy that: 

(1) This product contains the following active ingredient(s): 

a) Sodium carbonate Peroxyhydrate 
b) Sodium Carbonate 
c) n~Aikyl (C14 95%, C16 3%, C16 2%) dimethyl benzyl ammonium chloride dehydrate 

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active 
ingredient in the manufacturing, formulation or repackaging of another product which contains that active 
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled 
for at least each use for which my product is proposed to be labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

[gj (A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified prodUct is 
attached to this statement. That formula statement indicates, by company name, registration number, and 
product name, the source of the active ingredient(s) listed in paragraph (1). 

OR 
0 (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with 

the EPA is complete, current, and accurate and contains the information required on the current CSF. 

(4) The following active ingredients in this product qualify for the formulator's exemption. 

' I 

a) Sodium Carbonate 
Peroxyhydrate 

b) Sodium Carbonate 

c) n~Aikyl (C14 95%, C16 3%, C16 
2%) dimethyl benzyl ammonium 
chloride dehydrate. 

Source 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Dr. Shira Kramer 
Sterilex Corpo~ati6n ··--·· 
11409 Cronhill Drive 
Suite L 
Owings Mills, MD 21117 

Subject: Sterilex Protocol and Data to_Supp~rt Biofilm Claims in Dental Unit Waterlines 

Dear Dr. Kramer, 

On June 15, 2004, the Agency met with Sterilex Corporation to discuss the proposed 
biofilm labeling claims in association with the comments from the expert panelist review of their 
protocOl and· data. The attendees of this meeting were Dr: Shira Kramer, Dr. Krishna Ramim., Dr. 
Eric DeLaubenfels, and Dr. April Zambelli-Weiner of Steri~ex Corporation alqng with Frank 

. Sanders, Dennis EdWards, Michele Wingfield, Velma Noble, Nancy Whyte; Tajah Blackburn, 
Sanyvette Williams-Fey, Melba Morrow, and Jacqueline McFarlane of the USEPA. 

·'· 

The following are the minutes and next steps discussed at the meeting. 

1. Sterilex felt that there was overwhelming data to support a "Biofilm Removal" claim. 
They believed their data demonstrates that over 85 %removal ofbiofilrn is achieved 
using Ultra Kleen. The unresolved issue is what would be an adequate.performance 
·standard to describe tO the action of the product. However;.the Agency believes the claim 
implies I 00% removal which is not achieved. It was suggested that Sterilex consider 
.alternative language that better describe the level of action achieved by the product. 

Please Note: Tlie Agency will need further discussion& before this claim is allowed. Dr. 
Tomasino agreed to re-evaluate the University of Maryland data. 

2. There was consi.derable discussion regarding the use of the tenn/claim, "Biofilm 
Disinfection.?' The Agency proposed that a "K.ills/Elimates/Mitigate Biofilm Bacteria" 
would better define this product's action. It was agreed that Steriiex would re-evaluate 
this clalm and submit alternatives. 

3. The Agency accepted the ''Prevention/Suppression ofBiofilm Formation." 

4. The use of the claim, "Disinfection of Dental Unit Waterlines," was discussed. The 

SY .. DOL 
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5. 

Ut!ITED STATES EHVIRONMEHTAL PROTECTIOH AGEtlCY 

Agency believes that the AOAC Use Dilution Test is an inappropriate protocol to be 
used to demonstrate disinfection for this type of use site. ·The Agency and Sterilex agreed 
to re-examine this claim. 

The "M~intenance of heterotrophic plate counts <200 cfu!ml dental waterlines" was 
revised. ANSI originally proposed this claim, but has revised it to <500 cfu!ml which 
corresponds to the drinking water standard. The Agency has no concerns with the revised 
claim. · 

If there are any issues that was not included in this letter, please notifY the Agency in 
writing. If you have any.questions regarding this letter, please contact Jacqueline McFarlane at 
(703) 308-64)6. 

SV~M/ 
Velnia~~~{/'. 
Product~anager(31) 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

• 
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Dennis 
Edwards/DC/USEPA/US 
@EPA 

To: Frank Sanders/DC/USEPA/US@EPA, Michele 
Wingfield/DC/USEPA/US@EPA, Velma Noble/DC/USEPA/US@EPA, 
Stephen Tomasino/DC/USEPA/US@EPA, Nancy 

06/18/04 03:27 PM 

Dennis Edwards 
Antimicrobials Division 
703-308-8087 

cc: 
Subject: Thank You 

Forwarded by Dennis Edwards/DC/USEPA/US on 06/18/2004 03:06 PM 

April 
Zambelli-Weiner 

Edwards/DC/USEPA/US@EPA 
<aprilzambelli@ya 
hoo.com> 

Dear Dennis, 

06/18/2004 02:25 
PM 
Please respond to 
april 

To: Dennis 

cc: 
Subject: Thank You 

First I would like to thank you, on behalf of the team at Sterilex, for 
your efforts on our behalf and for facilitating the meeting on Tuesday. 
We have greatly appreciated your involvement and guidance in this 
process. Please also relay our thanks to Frank Sanders and the others 
in attendance at the meeting for the opportunity to meet with them and 
for their attenti0n to the issues at hand. 

As part of the R&D team at Sterilex, I am going to be increasingly 
involved in the regulatory affairs of the company. As such, I wanted to 
update you regarding the actions we have taken (and will be taking) as a 
result of the meeting. With regard to the wording of the claims, our 
response to the suggested changes at the meeting are as follows: 

1. "Removal of Biofilm Matrix": We have discussed this claim at 
length and have attempted to arrive at alternative wording. 
However, it is the position of the team, including Shira, that 
there are lots of problems with attaching modifiers to this claim. 
We believe in doing so, the claim becomes too vague and 
misleading. We would like to reiterate our position that 100% 
matrix.removal doesn't make sense in a dynamic system like DUWL, 
and to make such a claim would undoubtedly yield skepticism on the 
part of the end-user. We elaborate on the argument against 100% 
removal in our "Response to EPA Questions" included in the packet 
provided to the EPA on Tuesday. We would like to, again, request 
approval of the claim as it reads. 

2. We agree with the EPA's suggestion of the claim to read: "Kills 
biofilm bacteria" (change from "disinfection" to "kill") 

( 



3. "Prevention/Suppression of Biofilm Formation" It is our 
understanding that this claim is ok as submitted. 

4. "Disinfection of DUWL." We believe that that the AOAC Use Dilution 
test supports this claim, as well as the field data from the 
Meiller study. In response to Dr. Tomasino's concerns about 
residual antimicrobial in the line at the time of sampling, I will 
re-fax the rinsing study to you for the record and to Dr. Tomasino 
for his perusal with some included commentary from Dr. 
DeLaubenfels on Monday. 

5. "Maintains heterotrophic plate counts <SOOcfu/mL in dental unit 
water." It is our understanding that the EPA will accept this 
claim as it reads. 

Please advise on any of this. 
for review by the end o£ next 
guidance. 

Sincerely, 

April 

April Zambelli-Weiner, Ph.D. 
Senior Research Scientist 
The Sterilex Corporation 
11409 Cronhill Drive, Suite L 
Owings Mills, MD 21117 
410-581-8860 
fax 410-581-8864 
april@sterilex.com 

We will be submitting updated materials 
week. Again, thank you for your help and 

/V, 

(iV 



Sterilex Response to EPA Reviewer Comments 

Sterilex Ultra Powder for Dental Unit Waterlines (EPA File Symboi63761-L) 
Sterilex Ultra Liquid B for Dental Unit Waterlines (EPA File Symboi63761-A) 

1. Response to Comments by Reviewer Rodney Donlan, Ph.D. 

1. The comments received by Sterilex, dated January 6, 2004, refer only 
to two "additional" reports (Report by Dr< Ralph Leonard, and an 
Executive Summary of the University of Maryland Clinical Efficacy 
Study} reviewed by Dr. Donlan that were not submitted to him in the 
original packet that he evaluated in February, 2003. It is not clear what 
was contained'in the origin~tvacket that he reviewed in February, . 
2003. Did Dr. Donlan ever receive the full study submitted by Dr. 
Timothy Meiller (Full report of the University of Maryland Clinical 
Efficacy Study)? Dr. Donlan's comments on the original packet that he 
reviewed in February, 2003 were also not sent to Sterilex. It would be 
helpfui to see Dr. Donlan's comments to the packet sent to him by EPA 
in February, 2003. 

2. Dr. Donlan objected to the use of scanning electron microscopy (SEM) 
for quantifying the degree of biofilm matrix removal after treatment with 
Sterilex Ultra. 

Sterilex chose to utilize the SEM method because it permits you to 
directly visualize the biofilm matrix. In the University of Maryland 
Clinical Efficacy Study, SEM's were performed on the dental unit 
waterline tubing prior to, and after treatment, as well as on control 
tubes that received no treatment. The degree of biofilm matrix removal 
was categorized, as follows: 100% removal (Gone); >90% removal 
(Negligible patchy biofilm); >85% removal (Biofilm patches); >75% 
removal (Thin layer). There were many replicate experiments 
conducted in order to ensure reliability and validity of results. In all 
cases, the microbial recovery results were consistent with the biofilm 
matrix removal results evaluated by SEM. In addition, there were four 
separate sets of experiments conducted at the Universtty of Maryland, 
which included laboratory dental unit waterlines, as well as dental untt 
waterlines in actual clinical use. The results from all four sets of 
experiments were consistent. The SEM method for evaluating biofilm 
matrix removal was utilized in other studies submitted in support of this 
Registration, including the studies conducted at the University of 
Louisville, UCLA Medical Center (Thomas Lee, DDS, et al), and the 
University of Detroit, Mercy School of Dentistry. All study results were 
consistent, and supported 1he efficacy of Sterilex Ultra powder and 
liquid in removing biofilm from dental unit waterlines. 
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3. 

Sterilex performed separate microbiological studies to determine the 
efficacy of our products in killing microorganisms within the biofi\m 
matrix, and in the effluent dental unit water. We believe that biofilm 
matrix removal and antimicrobial efficacy are two distinct functions that 
should be evaluated separately. In the University of Maryland Clinical 
Efficacy Study, (as well as all the other studies that were submitted to 
EPA in support of this registration), the biofi\m matrix removal results, 
utilizing SEM, were confirmed by standard antimicrobial testing 
(culturing biofilms and effluent water). 

Instead of utilizing SEM to evaluate biofilm matrix removal, Dr. Donlan 
suggested a method that incorporates image analysis of stained 
biofilms (Walker JT, Bradshaw DJ, Bennett AM, Fulford MR, Martin 
RV, Marsh PD. Microbial biofilm formation and contamination of 
dental-unit water systems in general dental practice. Appl Environ 
Microbial 2000;66:3363-3367). In fact, this method neither qualitatively 
nor quantitatively directly measures biofilm matrix removal. The 
method suggested by Dr. Donlan measures viable organisms 
distributed in the biofilm matrix. If the test agent kills microorganisms, 
but leaves the matrix attached to the surface (as is the case with many 
antimicrobial products, which are not designed to hydrolyze or remqve 
the matrix material), the method will yield false negative results. The 
method described in the Walker, et al paper is more relevant to a 
disinfection or microbial kill claim, not a biofilm matrix removal claim. 

In Dr. Donlan's comments about the University of Maryland, he 
questioned how biofilm counts were determined during the course of 
treatment in the field study of 10 dental units. He also asked whether 
tubing samples were collected on each of the sampling dates and 
processed for biofilm (he referred to Table 5, but it is actually Table 4 
in the Report). The method for enumerating biofilm counts is specified 
in the beginning of the paper, in the sections entitled DExperimental 
Design, Biofilm Assay", and "Experimental Design, Biofilm and Dental 
Unit Water Microbial Assay Plating Procedure". The same methods for 
determining biofilm counts were utilized in all four sets of experiments 
conducted at the University of Maryland. Therefore, the method was 
described once at the beginning of the paper. Regarding the 
frequency of sampling, it is clear in Table 4 that tubing samples were 
collected on each of the sampling dates and processed for biofilm. 

11. Response to Comments by Reviewer Stephen Tomasino, Ph.D. 

1. Dr. Tomasino concluded that " ... the methods used to measure the 
various claims (removal, prevention/suppression) are scientifically 
sound for this type of product and use site." 



2. Dr. Tomasino was not provided the AOAC Use-Dilution test results, 
which support a hard-surface disinfection claim. 

3. Dr. Tomasino's primary concerns relate to the possible adoption of test 
methods employed in the studies submitted by Sterilex as "standard" 
test methods. He refers to the need for a standardized protocol and 
GLP procedures in order for the methods to be adopted by other 
laboratories as standard methods. He suggests that all parameters be 
standardized, including the use of a biofilm reactor to grow the biofilm 
in a controlled environment. Dr. Tomasino expresses his concern that 
the methods used in the Sterilex studies were " ... too complex for a 
standard microbiology laboratory to conduct". Regarding the use of a 
biofilm reactor, the biofilm is actually easier to remove in a reactor 
(because it is an immature biofilm, and does not simulate the 
architecture of a dental unit waterline in a dental operatory). 

In response to Dr. Tomasino's comments, Sterilex is not proposing that 
the methods employed in the submitted studies be adopted as 
"standard methods" without further standardization. Sterilex submitted 
numerous studies, conducted by academic researchers using actual 
dental unit waterlines (including laboratory and clinical-use dental unit 
waterlines) to support the registration claims sought by Sterilex. The 
studies were not designed or conducted specifically for EPA 
registration purposes. However, the studies overwhelmingly confirm 
and support the registration claims sought by Sterilex, using stringent 
test conditions in actual clinical settings. 

Ill. Sterilex Summary Position 

1. Sterilex believes that the studies submitted in support of EPA 
Registration Applications 63761-L and 63761-A support the label 
claims relating to Removal, Prevention, and Suppression of Biofilm in 
Dental Unit Waterlines. Sterilex also believes that the submitted 
studies support the claims relating to Disinfection of Biofilm Bacteria 
(Kills Bacteria in Biofilms; Reduces Heterotrophic Bacterial Counts to 
<200 cfu/ml; Disinfects the Interior Lumen of the Dental Unit 
Waterline). 

2. Sterilex agrees that the methods employed in the submitted studies 
require further standardization before they are adopted as a "standard" 
EPA test method. 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
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l' '· 'l Dr. Shira Kramer-"--,_,_."_·-·_, .. __ ----~ 

Sterilex Corporation 
11409 Cronhill Drive 
Suit_e L . 
Owings Mills, MD 21117 

(': "'. _ ,_ Subject: Sterilex Ultra-Kleen Field Studies for Dental Waterlines 

( 

·'· 

Dear Dr. Kriuner, 

. The Agency has completed its re-review of your dent&l waterline field studfes utilizing 
Dr. Rodney Donlan.and Dr. Stephen Tomasino, as expert p<gtelist. The expertS disagreed on a 
number. of issues, but they, both, agreed that the submitted data supported a "prevention of' 
growth~imd suppression ofbiofilm'' claim. . ' 

A·key issue with the field studies was the inability to qu?Dtitatively ev8Iuate biofilm 
formation·as well as bacterial counts·to·adequately ascertain the degree Of removal after product 
use. The panelists disCUssed the deficiencies in the test method or protocol thai precluded a 
comparative aD.alysis of the field studies presented. These deficiencies inhibited the repeatability 
and reproducibility by other laboratories which are intricate in prOtocol acceptance. They both 
called for a standardized approach to determining biofilm matrix removal before a matrix · 
removal claim .is accepted. • 

· The following recommendations were by either one or both of the panelists: 

a) In regard to biofilm removal, a method that incorporates image analysis of stained 
biofilms would be beneficial. 

b) Efficacy testing-using a laboratory-generated biofilm shOuld be considered. 

c) Test method validatio~ is recommended using organizations sucH· as ASTM and AOAC 
to ascertain the reliabilio/ and practicality of the method. 

If you have any questions regarding this letter, please contact Jacqueline McFarlane at 
(703) 308-6416. 

COHCVIU"i!HCES 

/ 



UNITED STATES EHYIROHMENTAL PROTECTION AGENCY 

Sincerely, 

v~ 
Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials j)ivision (751 OC) 

• 
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Rodney M. Donlan 
Biofilm Laboratory Team Leader 
Division of Healthcare Quality Promotion 
Centers for Disease Control and Prevention 
Mail Stop C-16 
1600 Clifton Road, N.E. 
Atlanta, GA 
30333 
( 404) 639-2322 
Email: rld8@cdc.gov 

1/6/2004 

Document Review Time: 16 hours 

Letter Peer Review of Additional Efficacy Protocol Data Submitted on 
behalf of Sterilix Corporation · 

1. Are the data from laboratory studies adequate to support a claim of 
biofilm matrix removal, prevention of biofilm growth and/or biofilm 
suppression? 

Two reports that were not included in the original p'acket evaluated in Februa;, 
2003 were reviewed and my comments here pertain only to those two reports: a) 
Evaluation of Ultra-Kieen in Controlling DUWL Bacterial Contamination and 
Biofilm. submitted by Dr. Ralph Leonard, University of North Carolina, April 29, 
1999, and b) Executive Summary, University of Maryland Clinical Efficacy Study, 
Sterilix Ultra-Kieen for Dental Unit Water Lines. 

Report by Dr. Ralph Leonard, University of North Carolina. 
Eight dental units were evaluated. Five were treated with Ultra-Kieen solution, 
three were untreated controls. Water samples were collected weekly over a one 
month period just prior to treatment, and processed. These samples were tested 
using the Millipore heterotrophic plate count (using the filter paddle), and by 
plating 1 ml of sample on 5% sheep blood agar, MacConkey's agar, and 
Sabouraud Dextrose agar. Plates were incubated at 35°C for 24-48 h and 
counted. Scanning electron microscopy of tubing sections was also performed. 

Comments on the methods used for this study: 

• 5% sheep blood agar will not determine the heterotrophic plate count. A 
medium such as Plate Count Agar or R2A agar should be used for this 
purpose. The author should consult Standard Methods for the 
Examination of Water and Wastewater, 201

' edition, 1998, Method 9215 
Heterotrophic Plate Count, American Public Health Association, for the 
proper medium. 



• A one ml sample volume was added to each agar plate and excess 
sample was discarded prior to incubation of the plate. This is not a 
standard method. For spread plates, the proper method is to add no more 
than 0.5 ml of sample to the plate (reference Standard Methods above). 
The method used by this investigator would undoubtedly bias the results 
since an unmeasured portion of the sample would be discarded. It would 
be inaccurate to report results as CFU/ml. 

• The Millipore HPC sampler method would be acceptable for measuring 
the heterotrophic plate count on dental unit water line samples, but there 
were fiaws in the application of this method by the investigator: 1) the 
temperature of incubation was given as 25-35'C for 24-48 h. According to 
the technical information provided by Millipore Corporation ("Using 
Millipore Samplers in Dental Settings .. , 
http://www.millipore.com/publications.nsf/docs/TB094 ), -the sampler should 
be incubated at 23-26'C for 7 days. This method has been evaluated by 
Karpay et al, 1999 (Karpay Rl, Plamondon TJ, Mills SE. Comparison of 
methods to enumerate bacteria in dental unit water lines. Current 
Microbial. 1999;38:132-134) and these investigators incubated all HPC 
samplers at 24'C for 7 days, 2) since serial dilutions of the samples were 
not made, it is impossible to determine the actual counts in several of the 
untreated samples (Table 2 of the report). The results for the treated 
samples (Table 1) were also difficult to interpret. For example, results 
provided for Units 8, 10, and 12, for the Week #4 samples were given as 
>10? What does this mean? How much higherthan 10 were they? 

• Scanning electron microscopy cannot be used to evaluate biofilm 
formation quantitatively. Please reference my comments on use of SEM to 
support claims of biofilm matrix in the report dated 3/14/03. 

• In summary, the data in this report does not support the claims of biofilm 
matrix removal, prevention of biofilm grow1h and/or biofilm suppression. 

Executive Summary, University of Maryland Clinical Efficacy Study, under 
the direction of Timothy Meiller, DDS, PhD. 
Over a period of two years, 240 sections of dental unit tubing were collected from 
40+ dental units after these units were dismantled. Water samples were collected 
from the dental units prior to tubing removal. The tubing sections were filled with 
.. composite water'' (water collected from the untt prior to tubing removal) and 
stored at 4'C prior to testing. To evaluate the effect of the treatment on biofilms, 
these tubing sections were drained of composite water then filled with the 
prescribed agent concentration for the designated treatment period. Following 
the treatment, tubing sections were flushed with sterile distilled water. Biofilms on 
the tubing sections were evaluated either using scanning electron microscopy or 
by culturing of the recovered biofilms on trypticase soy agar (TSA) medium and 
incubating plates at 25'C for 7 days then counting. Effluent water sample 
planktonic counts were measured using the same method (TSA, 25'C, 7 days). 
Untreated tubing sections were processed in an identical manner to the treated 



samples. A field study was also performed in which the treatment was evaluated 
in 10 dental units used in clinical practice. 

Comments 
• The medium used to quantify biofilm and effluent microorganisms was 

trypticase soy agar (TSA). The recommended medium from Standard 
Methods for the Examination of Water and Wastewater tor monitoring the 
heterotrophic plate count in dlinking water is either plate count agar, 
mHPC agar, R2A agar, or NWRI agar. These lower nutrient media will 
provide higher colony counts of microorganisms in drinking water and 
dental unit water. However, TSA is considered a non selective medium 
and is recommended for monitoring hemodialysis water systems so it 
could be considered acceptable for this study. But higher numbers of 
microorganisms would probably be recovered using a low nutrient medium 
such as R2A agar. 

• Scanning electron microscopy will provide qualitative evidence for the 
presence of biofilms but cannot be used to provide quantitative 
information. Please reference my discussion on this issue in my report 
dated 3/14/03. 

• A study was performed on in-use dental units (field study). The results of 
this study, presented in Table 5, appear to support the results of the 
laboratory studies. However, it is unclear how biofilm counts were 
determined during the course of the treatment (as described on page 30). 
Were tubing samples collected on each of the sampling dates and 
processed for biofilm, as indicated in Table 5? 

• In summary, the data provided in this report can support the claims that 
the treatment will prevent biofilm growth and/or suppress biofilm. The data 
do not support the claim that the treatment will result in biofilm matrix 
removal, since this claim is based upon evidence provided only by 
scanning electron microscopy. 

2) To what degree are these three conditions satisfied by the data 
provided? 

The data provided in the report by Dr. Ralph Leonard do not support any of the 
claims. The data provided in the report by Dr. Timothy Meiller support claims of 
prevention of biofilm growth and biofilm suppression. 

3) If the data are not adequate, please identify deficiencies and provide 
advice on additional information that should be requested in order to 
satisfy any or all of the three biofilm claims. 

The deficiencies in both reports have been specified in my comments above. To 
support claims of biofilm matrix removal, a method that incorporates image 
analysis of stained biofilms might be useful. Please reference Walker JT, 
Bradshaw DJ, Bennett AM, Fulford MR, Martin RV, Marsh PD. Microbial biofilm 



formation and contamination of dental-unit water systems in general dental 
practice. Appl Environ Microbial 2000;66:3363-3367 tor a suggested method. 

4) What information is provided by the field studies that would make them 
useful as ancillary, supportive data? 

The field study results provided by Dr. Ralph Leonard were not helpful for the 
reasons indicated above. The results provided by Dr. Timothy Meiller appear to 
be supportive of the laboratory study. 

5) Is sufficient data provided to supplement any of the claims mentioned in 
question number "1" (removal, growth prevention or suppression}? 

The claims of growth prevention and suppression are supported by the data 
presented by Dr. Meiller. 

6} If the data are insufficient, what information would be needed from field 
trials to support claims of removal, prevention, or suppression? 

With the exception of the claims regarding matrix removal, the laboratory and 
field data reported by Dr. Meiller appear to be sufficient to support the claims. 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

JAN 2 9 200; 

MEMORANDUM 
OFFICE OF 

PREVENTION, PESTICIDES AND 
TOXIC SUBSTANCES 

SUBJECT: Review of the Sterilex Protocol and Data for Removal, Prevention and 
Suppression ofBiofilm in Dental Unit Water Lines (DUWLs) 

FROM: 

TO: 

Stephen Tomasino, PhD. -A~ ~~-uo 
OPP Microbiology Laboratory 
Biological and Economic Analysis Division 

Dr. SanYvette~Foy, Special Assistant to the Director 
Antimicrobials Division 
Office ofPesticide Programs . 

Per your request, I have.reviewed Steri1ex Corporation's test data to support product 
claims for control ofbiofilm associated with DUWLs. Data on disinfection using the AOAC 
Use-Dilution Test were not submitted. Answers and comments are provided below to th~ 
questions you have presented: 

Question 1: Are the data from laboratory studies adequate to support a claim for biofilm 
matrix removal, prevention ofbiofilm growth and/or biofilm suppression'! 

• Generally speaking, the data support the claims (e.g., minumum 75% removal ofbio:film. 
and <200 cfu!mL effluent water); however, due to the Jack of a standardized protocol (see 
response to question 3) and a comprehensive experimental design, it is not possible to 
compare or associate the level of efficacy across the studies presented. In addition, 
repeatability (within lab variability) and reproducibility (lab to lab variability) were not 
determined. 

Question 2: To what degree are these three conditions satisfied by the da1a provided? 

Biofilm matrix removal: Based on the before/after treatment data presented, the use of 
the S1erilex products generally support the claim for reduction/removal ofbiofilm matrix 
and the planktonlc populations of bacteria in effluent. SEM, as used in these studies, is a 
useful yet highly qualitative (i.e., degree of disruption or removal) tool. The microbial 
recovery data are more challenging to assess - microbial identification was not always 
performed and the cuiture assays were performed differently. Furthermore, the removal 
and/or neutralization of the product were not always confinned. Additional 
experimentation is recommended per comments in Question 3. 

Internet Address (UHL) • hl',p:IIVM"W.epc.gvv 
1\ecycled!Req~lnbl~ • PriniOO with Vcgelable 0~ B<n;ed Ink:; on Recycled P~per (Minimum 25% Fos1consumer) 



• Prevention of Biofiim Growth or Suppression: In the studies performed, the data 
generally supports the claim. Additional experimentation is recommended per connnents 
in Question 3. 

Question 3: If the data are not adequate, please identify deficiencies and provide additional 
information that should be requested. 

• A standardized protocol is req-uested which specifically identifies the following 
parameters for testing: contact time, flow :ate, lumen diameter of the DUWLs, water 
temperature, sample times, culture media, incubation conditions, neutralization 
verification, analysis of water quality for hardness and organic burden, identification of 
recovered microbes and identification of microbes in the ·composite water. 

• Statistical analysis of within and between lab variability. 
RUggedness testing- e.g., effec~ of organic burden on efficacy and regrowth ofbiofilm, 
slight differences in the use-dilution or contact time of product. 

• Quantification (surface area covered) ofbiofihn before and after treatment using SEi'vL 

Question 4: What information is provided by tbe field studies that would make them useful 
as ancillary, supportive data? 

Occurrence/frequency ofbiofihn in DUWL- distribution and surface area. 
• Bacteria in biofi1ms- makeup ofbiofilms and planktonic populations in effluent. 

Association of water quality to biofilrn buildup. 

Question 5: Is sufficient data provided to supplement any of the claims mentioned in 
Question 1. 

Yes, see comments in Question 1. 

Question 6: If the data are insufficient, what infonnation would be needed from field trials 
to support claims of removal, prevention or suppression? 

More locations -run "blind" tests to confirm laboratory test data. 
Provide standardized approach for monitoring the outcome of treatment. 

Conclusions and Recommendations:-

It is the opinion of this reviewer that the methods used to measure the various claims 
{removal, prevention/suppression) are scientifically-sound for this type of product and use 
site. However, there are significant deficiencies in the test method protocol which 
impairs·the comparative value of the data submitted and the ability of other testing labs to 
conduct/reproduce the methodology. 
Efficacy testing using a laboratory-generated biofilm (biofilm reactor) should be 

2 
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considered; the test protocol presented here (materials) is too complex for a standard 
microbiology laboratory to conduct. 
I would strongly recommend a complete statistical analysis of the entire data set prior to 
continuing this project. 
Following the development of the test protocol, method validation is highly 
recommended. The reliability and practicality of this method has not been determined 
through standard method validation procedures. Method validation through organizations 
such as ASTM and AOAC should be pursued. 

Please contact me if you have any questions regarding my corrunents or require funher 
assistance on this project. 

3 
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·Page•..;· __ is not included in· this copy. 

K"/ IQ· are not in· eluded. · ·p~ges· ~ through _...,l&l.,....-'-

.. The m·aterial . not .included contains the following type . of 
· iriformatiorp 

'. 
~,Ident~ty of product inert ingredients. 

Identity of product impuriti~s. 

Des~ription of the product manufacturing process. 
' 

Description of quality controi procedures. 

Identity of the soUrce Of product in9r~d_ients~ 

__ Sale~ Or other commercial/financial information. 

A draft produCt label.· 

.The product confidential statement of fOnttUla. 

Information about a pending registration action. 

FIF~ registration data • 
. . 

Tl;le aoCument 'is a duplicate ·of page(s) --:--· 
The document is not respOnsive to the request. 

The information not included is generally considered ·confidential 
by produCt registrants.· If you have any questions, please contact 
the individual who prepared the response to y~ur requeSt. 

" ,, 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Sally Hayes 
Agent for Sterilex 
Scientific & Regulatory Consultants, Inc. 
P.O. Box 1014 
Columbia City, IN 46725 

Subject: Sterilex Ultra Powder 
EPA File Symbol: 63761-L 
Submission Date: February 7, 2002 
EPA Receipt Date: February 8, 2002 

Dear Ms. Hayes, 

JUN 2 8 2002 

The application referenced above submitted in connection with registration under FIFRA 
to register 63761-L is unacceptable. 

Product Chemistry 

The submitted product chemistzy data in MRID No. 444897-01 satisfy registration 
requirements of Series 830 guidelines. The Confidential Statement of Formula dated January 18, 
2002 is acceptable. It is in agreement with the label and in compliance with PR Notice 91-2. 

We have reviewed your write-up explaining why "sodium percarbonate is not an active 
ingredient." In response, it has been determined that sodium percarbonate must be characterized 
as an active ingredient in this product fonnulation. First, the Agency is not dividing biofilm into 
public health and non-public health entities for this type of product. We consider biofilm to be a 
public health claim, and your product fonns the hydrogen peroxide which is essential in 
removing the biofilm matrix from the dental water line. Secondly, "sodium percarbonate is only a 
perhydrate; it has the composition N~C03.1.5H202" according to Industrial Inorganic 
Chemistry, Butchner et. al. Sodium percarbanate is essentially hydrogen peroxide in a sodium 
carJ:?onate matrix. Lastly, hydrogen peroxide is a versatile chemical which has the capability of 
reacting under acidic and basic conditions. If it follows a different reactivity route under acidic 
and basic condi!ions, it does not take away the nature of hydrogen peroxide. 

' You should note the there are several pending registration applications containing sodium 
percarbonate cis the active ingredient. Also, a FR Notice was published citing the receipt of o\· 
sodium percarbonate as a new active ingredient. ® 

COHCURR!HC£$ 



Acute Toxicology 
' ... 

The following acute toxicity profile is for the undiluted product formuhltiOn: 

Acute Dennal Tox. 

Acute Inhalation Tex. 

Eye Irritation 

Skin Irritation 

Skin Sensitization 

\_ Signal: Danger 

Precautionary Statements 

Submitted study, MRID 445927-03 

Submitted study, MRJO 445927-03 

Waived 

Self-Validated 

Self-Validated 

Waived 

Hazard to Humans and Domestic Animals 

Acceptable/ill 

n 

Non-sensitizer 

Corrosive. Causes irreversible eye damage and skin burns. May be fatal if inhaled. Hannful if 
swallowed or absorbed through skin. Do not get in eyes or on clothing. Do not breathe dust 
vapor or spray mist. Wear protective eyeWear (goggles or face shield.), clothing, and waterproof 
gloves. For handling activities, use a dust/mist filtering respirator (MSHA/NIOSH approval 
number prefix TC-21C). Wash thoroughly with soap and water after handling. Remove 
contaminated clothing and wash clothing before reuse. 

Under the "First Aid" statements, you must address every route of exposure for the undiluted 
product. You must add labeling for "If inhaled": 

Ifinhaled: Move person to fresh air. If person is not breathing, call911 or an ambulanCe, then 
give artificial respiration, preferably by mouth-to-mouth, if possible. Call a poison control center 
or doctor for further assistance. 

The following profile is in support of the use dilution of 12.5 grams in 250 ml of water: 

'D.at!l Requirement Means of Support Status/ Jox. Category 

Acute Oral Toxicity Use dilution labeling rationale IV 

Acute Dennal Tox. Submitted study, MRJD 455786-02 Acceptable!IV 

Acute Inhalation Tox. Use dilution labeling rationale Ill 

Eye lrrit~ion Submitted study, MRID 455786-03 Ill 

Skin Irritation Submitted study, MRID 455786-04 Ill 

Skin Sensitization outstanding 

The use dilution labeling for systemic toxicity routes such as acute oral and inhalation can 
be supported by calculations. Most systemic toxicity categories span an order of magnitude 

. "--- .... •<>(~·--··· 
• 
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whereas use dilutions are an order of magnitude or more, typically, bumping the systemic toxicity 
categories up by at least one. Using this rationale~ the use. dilution labeling for acute_ oral is 
bumped to tox. Nand acute inhalation is bumped to tox. ill. 

You should note that the use dilution labeling rationale does not support primary eye 
irritation, primary skin irritation, or dennal sensitization. You submitted studies for primary eye 
and skin irritation; however, dermal sensitization study was not submitted. You must address the 
denp.al sensitization data requirement. 

The following use dilution labeling must appear in italic after the general precautionary 
statements: Causes moderate eye irritation. Harniful if absorbed through the skin and/or 
inhaled Avoid breathing vapor. Avoid contact with eyes, skin, or clothing. Wash thoroughly 
with soap and water after handling. Remove contaminated clothing and wash clothing before 
reuse. 

Efficacy 

We will not accept the proposed claim, "disinfects biofilm bacteria" based on the 
proposed performance standard, "90% of biofilm samples demonstrate < 200 cfu!cm2

." The 
Agency has an established performance standard that must be met when using the tenn, 

... -"disinfecl:an(' on a label. .. You will either_need to submit data-that supports the our current· 
-;,_--<·":j-:r.c--,._._.,---r-----~ •• ,---- --- .-.·-"'··· ._._, ~-'·-···--, '·-·-· ., ... ,,.,_ ••. , -·' ·- ... 

- :~---· diShifedtiirifStaridRrd or'dcilete'"diSinf6CtiOn ofbiofilin biictelia" claimS from the label. We will 
comment on the other claims proposed for this product after we have received comments from 
our "expeit panel 'i' review of your protocol. 

General Comments 

This letter does not constitute registration, and the product cannot be lawfully marketed 
until it is registered. The Agency cannot complete its assessment of your product until the 
required data has been submitted and reviewed, and the Agency has accepted the proposed 
efficacy protocol. If you have any questions regarding this letter, please contact Jacqueline 
McFarlane at (703) 308-6416. 

Sincerely, 

~-~ 
~ Veln:ia Noble 

Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

·/"\ 
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&EPA Environmental Protection Agency 
W••hinolon, oc 20460 

" 
The Sterilex Corporation 
7-1 Gwynns Mill Court 
Owings Mill, MD 21117 

Statement 

Form 857D-4} 

As an authorized representative of the applicant for registration of the produCt 

(1) This product contains the following actiVe ingredient(sl: 

above, I certify that: 

131 

0 
) 

0 

14) 

n-Aikyl (C14 95%, C12 3%, C16 2%) dimethyl ben:cyl ammonium chloride dihydta1e 

Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that actiue 
ingredient in the manufacturing, formulation or repackaging another product which contains that active ingredient 
which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled for at least 
each use for which my product is proposed to be labeled. 

Indicate by checking (A) or (B) below which paragraph applies: 

(A) An accurate Confidential Statement of Formula tEPA FORM 8570-4) for the 8boVe identified product is 
attached to this statement. That formula statement indicates, by company name, registration number, and product 
name, the source of the active ingredient(s) listed in paragraph (1). 

OR 
IBl The Confidential Statement of Formula iCSFl (EPA Form 8570-41 referenced above and on file with the EPA is 
complete, current, and accurate and contains the information required on the current CSF. 

The following active ingredients in this product qualify for the formulator's exemption. 

Activo lngrodietnt Namet Numbetr 

I I 
dimethylbenzyl 

Sally Hayes, Agent 

Whilet • EPA copy 
Yellow· Applic•nt COjiY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June II, 2002 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM 

Subject: 

To: 

From: 

Acute Toxicity Review for EPA Reg. No.: 63761-L/ Sterilex Ultra Powder 
DP Barcode: D281534 

Velma Noble, PM 31/ Jackie Campbell 
Regulatory Management Branch 
Antimicrobials Division (7510C) _ fv. ()(} 

Ian Blackwell, Biologist tfl/14. ~/;i:~ 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (751 OC) 

Through: Karen Hicks, Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (751 OC) 

Applicant: 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

Sterilex Corporation 

FORMULATION FROM LABEL: 
Active Ingredient(s): 
n-Alkyl dimethyl benzyl anunonium chloride dihydrate 
Other Ingredient(s): 

Total: 

% bywt. 
10 
90 

100% 

. '. 
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BACKGROUND: The Sterilex Corporation has submitted a set of three acute toxicity studies 
to support the registration of their product, "Sterilex Ultra Powder". The three studies were 
conducted by Product Safety Labs. The MRJD Numbers are 455876-02 through 455876-04. 

This submission includes an acute toxicology support scheme (MRID Number 455876-01). 
In this report, the registrants state that 63761-L is substantially similar to 63761-2. In order 
to have an acute toxicity profile for the use-dilution of63761-L, the registrant has submitted 
an acute dermal toxicity study (455876-02), a primary eye irritation study (455876-03) and 
a primary skin irritation study (455876-04). As the product is diluted prior to use, these 
three studies were conducted on the diluted product. The registrant is citing the acute oral 
toxicity, acute dermal toxicity, and acute inhalation toxicity studies derived from 63761-2 
to support the granular (undiluted) ver~ion of 63761-L. 

A comment in the review of63761-2 states that label should state: "May be fatal if inhaled."· 
This will be recommended for 637 61-L. The decision to retain this precautionary statement 
for acute inhalation toxicity category II will be left to the discretion of the Product Manager. 

RECOMMENDATIONS: PSB findings are: 

I. MRJD Numbers 455786-02, -03 and -04: The acute dermal toxicity, primary eye 
irritation and primary skin initation studies are acceptable. *However, these studies are 
only acceptable to represent the acute dermal toxicity hazards posed by the product 
at a use-dilution of12.5 grams to 250 mL of H20. 

2. PSB/AD agrees that 63761-L is substantially similar to Registration Number 63761-2. 
The acute toxicity profile for 63761-L will be based upon that of 63761-2 (with the 

exception of the dermal sensitization study),/with the addition of the 3 newly submitted 
studies to cover exposure to the use dilutioll. 

/ .· 
3. PSB/AD requests that the registrant submit a dent).al sensitization study to support the 

use-dilution of 63761-L. The problem is that apparently the dermal sensitization study 
was previously waived due to the primary skin irritation category (I) of the undiluted/ 
solid form of the product. The primary skin irritation study included with this 
submission (MRID Number 455786-04) was assigned toxicity category III. Thus, the 
dermal sensitization study cannot be waived due to the use-dilution being corrosive, it 
is not. 

The acute toxicity Profile for the (12.5 grams to 250 mL of water) use-dilution of File 
Symbol6376l-L is currently: 

acute oral toxicity 
acute dermal toxicity *IV 

No data submitted 
Acceptable 



,. 

acute inhalation toxicity 
primary eye irritation 
primary skin irritation 
dermal sensitization 

*IJJ 
*IJJ 

No data submitted 
Acceptable 
Acceptable ~ 

No data submitted 

The acute toxicity profile for 63671-2 (from a 12/23/98 ESSB/AD review) is: 

acute oral toxicity 
acute dermal toxicity 
acute inhalation toxicity 
primary eye irritation 
primary skin irritation 
dermal sensitization 

LABELING: 

III 
III 
II 
I 
I 

Nonsensitizer 

Acceptable 
Acceptable 
Waived 
Self-validated 
Self-validattd 
Waived 

1. The signal word for Registration Number 63761-L (the undiluted product) is 
"DANGER". 

2. The Precautionary Statements for Registration Number 63761-L (the undiluted product) 
are: 

3. 

"Corrosive. Causes irreversible eye damage and skin burns. May be fatal if inhaled. 
Harmful if swallowed or absorbed through skin. Do not get in eyes or on clothing. Do 
not breathe dust vapor or spray mist. Wear protective eyewear (goggles or face shield). 
Wear protective clothing and waterproof gloves. For handling activities, use a dust/mist 
filtering respirator (MSHAINIOSH approval number prefix TC-21 C). Wash thoroughly 
with soap and water after handling. Remove contaminated clothing and wash clothing 
before reuse." 

The First Aid Statements (derived from PR-Notice 2001-1) for Registration Number 
63761-L (the undiluted product) are: 

If in eyes: 
• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

contact lenses, if present, after the first 5 minutes, then continue rinsing. 
• Call a Poison Control Center or doctor for treatment advice. 

If on skin or clothillg: 
• Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a Poison Control Center or doctor for treatment advice. 

Remove 



If swallowed: 
• Call a Poison Control Center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to do so. 
• Do not induce vomiting unless told to do so by a Poison Control Center or doctor. 
• Do not give anything by mouth to an unconscious person. 

If inhaled (the PM may decide not to include acute inhalation toxicity category II First 
Ajd Statements): 
• Move person to fresh air. 
• If person is not breathing, call91 I or an ambulance, then give artificial respiration, 

preferably mouth-to-mouth, if possible. 
• Call a Poison Control Center or doctor for further treatment advice. 

4. No precautionary labeling can be recommended until the registrant properly addresses 
the dermal sensitization study for the use-dilution of 63761-L. 



DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (§81-2, 870.1200) 

Product Manager: 31 
MRID No.: 455876-02 

Reviewer: Ian Blackwell 
Study Completion Date: 11/21/01 
Lab Study No.: 11191 

Testing Laboratory: Product Safety Labs 
Author: Daniel J. Merkel 

Quality Assurance (40 CFR §160.12): Included 

Test Material: Sterilex Ultra Powder, pink granular powder. 

Species: Sprague~Dawley rats 
Weight: males~ 240-276 g; females~ 200-210 g 
Source: Ace Animals, Inc. 

Age: 8~9 weeks 

Summary: 
1. LD, (mglkg): Males> 5,000 

Females> 5,000 
Combined > 5,000 

2. The estimated LD50 is greater than 5,000 mg/kg of body weight. 

3. Tox. Category: IV Classification: Acceptable 

Procedure (Deviation From §81-2): 
lEi" Prior to use, the test material was diluted to a use-dilution by placing I2.5g of the solid 
into 250 mL of water. 

Results: 
Reported Mortality 

(NUMBER DEATHS/NUMBER TESTED) 
DOSAGE 

!mo/ko) Males Females Combined 

5,000 015 015 0/10 

Observations: No abnormalities were observed. 

Gross Necropsy Findings: No abnormalities were observed. 



DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (§81-4, 870.2400) 

Reviewer: Ian Blackwell Product Manager: 31 
MRID No.: 455876-03 Study Completion Date: 11/21/2001 

Report No.: 11192 
Testing Laboratory: Product Safety Labs 

Author(s): Daniel J. Merkel 

Quality Assurance (40 CFR §160.12): Included 

Test Material: Sterilex Ultra Powder, pink granular powder 
Dosage: 0.1 mL (of a 12.5 g to 250 mL H20 dilution) 

Species: New Zealand White rabbit 
Sex: 2 males+ 1 female 

Weight: not reported Age: young adult 
Source: Davidson's Mill Fann 

Summary: 

1. Toxicity Category: ill 

2. Classification: Acceptable 

Procedure (Deviations From §81-4): 
llif'The weight and age of the test animals were not reported. 
~The test material was diluted 12.5 g to 250 mL H20 for testing. 

Results· 

(number ''uositive11/number tested) 

Observations Hour Davs 

1 1 2 3 4 7 

Corneal Ooacitv 0/3 3/3 2/3 113 113 0/3 

Iritis 013 013 0/3 0/3 0/3 0/3 

Coniunctivae 

Redness 013 0/3 0/3 0/3 0/3 0/3 

Chemosis 013 013 0/3 013 0/3 0/3 

Discharge 2/3 2/3 013 0/3 0/3 0/3 

--- = no observations at this pomt 

14 21 

--- ---

-

- -
- -

- ---



DATA REVIEW FOR SKIN IRRITATION TESTING (§81-5, 870.2500) 

Product Manager: 31 
MRID No.: 455876-04 

Testing Laboratory: Product Safety Labs 
Author: Daniel J. Merkel 

Quality Assurance (40 CFR §160.12): Included 

Reviewer: Ian Blackwell 
Study Completion Date: 11/2112001 
Lab Study No.: 11193 

Test Material: Sterilex Ultra Powder; pink granular powder 
Dosage: 0.5 mL (of a 12.5 g to 250 mL H,O dilution) 

Species: New Zealand White rabbit 
Age: young adult 
Sex: 2 males+ 1 female Weight: not reported 

Source: Davidson's Mill Farm 

Summary: 

1. Toxicity Category: Ill 

2. Classification: Acceptable 

Procedure (Deviations From §8lw5): 
"'"The test material was diluted 12.5g to 250 mL H20. 
~The weights and ages of the test animals were not reported. 

Results: One hour after the four hour exposure, 2/3 test animals displayed well-defined 
erythema with very slight edema; and on displayed very slight erythema only. Twenty-four 
hours after the exposure, 3/3 test animals displayed well-defined erythema with very slight 
edema. Forty-eight hours after exposure, 1/3 test animals displayed moderate-to-severe 
erythema, 2/3 well-defined erythema and 3/3 very slight edema. Seventy-two hours after 
exposure, 3/3 test animals displayed well-defined erythema with very slight edema. Seven 
days after exposure, 1/3 animals displayed very slight erythema. Ten days after the exposure, 
no irritation was observed. 

Special Comments: None 



DP BARCODE, D281537 

CASE' 07154 9 
SUBMISSION, S611995 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE, 03/12/02 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE' 
CHEMICALS' 

REGISTRATION 
069184 Alkyl* 

ACTION, 188 FQPA-OC-ME TOO ADDL USE 
dimethyl benzyl ammonium chloride *(95%C14, 

ID#' 063761-L STERILEX ULTRA POWDER 
COMPANY' 063761 STERILEX CORP, THE 
PRODUCT MANAGER' 31 VELMA NOBLE 
PM TEAM REVIEWER, JACKIE CAMPBELL 
RECEIVED DATE, 02/28/02 DUE OUT DATE, 

703-308-6233 
703-308-6416 

06/28/02 

* * * DATA PACKAGE INFORMATION * * * 

ROOM' CS1 
ROOM, CS1 

10.0000% 

6W18 
6W1 

DP BARCODE' 281537 EXPEDITE, Y DATE SENT, 03/12/02 
(:':i:,:_;HEMICAL: 069184 Alkyl* dimethyl benzyl ammonium chloride 

DATE RET.' I I 
*(95%C14, 3%C12, 2 

0P TYPE, 001 
CSF' 

ASSIGNED TO 
DIV , AD 
BRAN' PSB 
SECT, CTJ'1 l _ 
REVR ' (._nn ") 
CONTR' 

LABEL' Y 
DATE 

I 
I 
I 
I 
I 

OUT 
I 
I 
I 
I 
I 

ADMIN DUE 
NEGOT 

PROJ 

* * * DATA REVIEW INSTRUCTIONS * * * 

DATE, 06/15/02 
DATE, J7o>.i'f<J>
DATE' <51/f /LiL 

Product chemistry data in MRID Nos. 44897-1 and 44897-2 have 
been cited to support this product 1 s registration. This 
product is identical to EPA Reg. No. 63761-4. The CSF is 
included for your review. 

DP BC 
281534 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION 
PSB/CTT 

DATE OUT 
03/12/02 

DUE BACK 
06/15/02 

INS 
y 

CSF 
y 

LABEL 
y 



Pf1·~~~~~t tioiV "~ ,....,IllS. b#fl.ofll co ..Jetinn (tum. Form Aoorcnmd. OMB No. 2070-'"'"v ,. i I 2·28·95 

United Stetes § Registration OPP Identifier Number 

~EPA Environmental Protection Agency Amendment !21!8'iP21 (:;· Washington, OC 20460 Other 

Application for Pesticide - Section I 
'1. Company/Product Number 2. EPA Product Moneger 3. Proposed Classificetion 
I 63761->C f_. V. Noble 

0Nona D Restrictod 
PMI 4. Company/Product (Name) 

Sterilex Ultra Powder 31 

5. Namo and Address of Applicant J/"clud11 ZIP Code} 6. Expedited Reveiw. In accordance with FIFRA Section 3(cJ(3J 
Sterilex Corporation lbllil, my product is similar or identical in composition and labeling 

7-1 Gwynns Mill Court to: 63761-4 
Owings Mills, MD 21117 EPA Reg. No. 

D Chock if this is e new ttddrsss Product Name 
Ultra Kleen Powder for DUWL 

Section -II 

~ Amornlmoot- E•ploin '•low. 0 Final printed lebals in repsonse to 
Agency latter dated 

" Rasubmission in response to Agency latter dated 0 -Me Too- Applicetion. 

,_... Notification- Explain below. 0 Other- Explain below. 

Explanation: Usa additionol pagals) if naeanary. !For section land Section 11.) 

Registration using old aclive 

-~ 

( " i 

' - Section - Ill 
1. Motorial Thi• Prnduct Will Be Peckaild In: 

Child·Resist_unt Pockaging Unit Packaging Water Soluble Packuoing 2. Typo of Container 

By" Ely" ~ 
y,. 

[;] Motol 
No No No 

Plastic 
Glass - ' If -ves- No. par If -ves- No. par Pop or 

I 
·;ertffication must Unit Packaging wgt. container Pockoga wgt contoinur Other (Specify) Mui\Hayer film 
fUbmitted 0.44 oz. 20 

' 
;j:-focation of Nat Contents Information 4, Sizu(s) Raloil Conteiner 5. Locotion of Label Directions 

~ Lubol [ ] Conteinar 8.82 oz. f::::J Label, package insert or box 

6. Manner in Which Label is Affixed to Product UUthograph 0 Other Preprinted mullilayer film 
Peper ~ued 
Stonci ed 

Section- IV 
I. Contact Point 

. . 
JC.:.mpl&ttJ ir&ms dirqcrly bslow for idsntificariDn of irldividuol to be CDntnctsd. if noot~ssary, to procfln thi$ Bp,:/!::J~a../ 

Name Title Telephonu No. {Include Aroa Coda) 
Sally Hayes Agent for Sterilex Corporation 260-244-6270 

, ... ....,.... -
Certification 6. Oeta Appliceti<'n 

I conify thot the stulements I have modo on this form and oll attechmanls thereto aro true, accuroto ond complete. ,1ovll,i~~od ------
I acknowledge that ony knowlinglly felsa or misleading statement may bo punishable by fino or imprisonmont or - (Stcmpedl 
both under applicable low. • . . 

C:''"""S,_ J\. 3. T1t1a , ' 
Agent for Sterilex Corporation @ '.$1-,}r -Oo 

4. Typed Noma ' 5. Datu 

Sally Hayes 0\ /1'0/0'---
. . 

EPA Form 8570· 1 IR•v. 3·941 PreVIous ed1t10ns era obsolete • Whit• • EPA F'!NI Copy {Oflginal) 
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PAPE~~q~~. ~~~-[_~!_lg,._.~--~£!~_Q!!£~::,..!~-~-~~-~~~~i-~-~-~':12~~",~~!_?~~~~"~!~'l!?>:Tf!'Ji2!l..!!..!~TJ!~!!..,!~~eg.,~9:~5 .... ~-~E?.!,t.. 

:·rtrsponiD:'InciUdllig-tima·for ro\lleWl_ng nuotrucbO~·- ~W~'-l-fil.?~s,tj,!l~-£1~,~1~_?,.Hfc.~:si,g~'&_!lll'1:9-:..-•~(r,l!!ntainmg the date n~eded, _and co~o~ng a~ · .. 
.. {1!'!-'i~.V'{ing_ tl!~. ()OI~e_c_Q.qn_._of Jnform~tl.Dn-S.encj: corR'I1Gt}t8 reQardmg:tlle burden !estimete,or .any-oYfler aspect of·thie · collection-""of·mformetion;-mcludlng--- · · 
_ sugges.~,o_~_;!o.tc~.u.cfmt.ttl_\s1 b4{!:18n, to Chief, lnformil~j~.n_Policy$renchl 121~8), U.S. Environmental Protection Agency, 40·1fM<Sirifett1SW.;'trlll:G"'c-;) · ~ 
i washiriliton, DC 20480. i \ 
. . -- !'··-; . . ;-----. L,_,_, -~--"---~-~,--·'-'·--,.---~----- ".-."-·"_,.,.-,, . • ,.,.L. ~-~- ·-··-------~----,~~-~--·-··"~-··_,_ ....... ~..,_.,--,., __ ""'"'_._.,., _ __,,__.. __ : 
~-~S!fRfJ'CrioNs: ~~i·~~form.-is;to be--used- for ell e~plicetions for new }a&l~iration, end use reregistration, amendment, re~~ijfr'i~;sfci'ft-1tf~~WSI1i~~~,;; , 

f'!r notl_fl~~tiona! _f~!J~~.':!~~]~~-ali~_g1/"!f.!~is_tr~.t.i9!J~ !!!!:_!n_.!;l_rsi.~J:..~0-1'[?_~esl!'. &_Q. appJtco_tio!'l. fqr ~.a.~· w ~gistratiot~._aubmitted,on,.lhls .form,, the,...,..,....._..,.---, 
foll~~!~f: ~~-~!,~~~~--~~-·~~:o·&.~.~~~~~~r"~~~-ti~~-~= ,--._"t{oi~:olf.'·i"~"''ib~~_.:s .. · --': ; ._, .• _,,. -:-'-\;,_.,., __ ,'.''-:>~";;, );n~oi!<l~·"- r.:. ~J: ... -•. ~__,,.. •Vli',f ••. 'b"-~ -,~ . 

. ~, 1t_,._C?,,~~~•!i!?'p,~i~J!,~~~P,~_ctJ~.9,\~9~_qn, '?1.9-!i,tB.. ~EP,A"f,'1~_.8.~?P·2.~h (If not exempted by 40 CFR 152.81 {b) (4)); · i 
,,. 2'.'"''Confflientlill Stata'l'lUint Of Forrrn.~fe {EPA Form 8570:.41; :c:i J ' 

3. Formulator'• Exemption Statement {EPA Form 857Q-27); 
4. Five copiea of draft labeling; ,Q!·-'~ ;J_i$~~----•~~-•.:. · . 

. -- ·s.-ThrOe c.wo·; ofenY cfai8 -.Utimihed;· "'""'" ·\ 

. -..-· . ·•·.• .. f."·. 1. :; '' ' 8 A'"<"""<ao·o, Iotta' w"-'' appHo.Oia• ' · '~·,:1\".; ""ii\~, -'>. -::.' r~·:,-~ -, . " ·I ' • ... ''."" .. . .... • [/,;.: ;''· .~::-.. s_;;:<·(-!. l 
;,.,..::;-_._;.;,7, :M~~!l-':~f .. :!!~~~- ~piJ~_ab!~,,~ • .a.,,.~--;-.;,;;;;_,_:.,...,.,;.,"'•'' ;,._,_-"'·<"i•..-.•"'":"~'::::·.:--:_~·':'~.~-"""'-' --~' r•:·.;..<----- ".,_~'"'•:~-· --''"'-""'''""'"''''"""-.,.·'"'-'~-•~•......,.--,h~.: ;;~:___:r_, ,.,.--"""'-,~~~ \ 

~~~~.":!~~!~ -~-~b_ar!~~- ~ -~a?ol]n~ -~~-~u]!!J:~! .• ~! .. e~~~l!t•S.\11.1~~-!9~--()_t!l.i'~J!)~b'_i,hi _ ~th e,!{..ap!l!ic~tion•. for.ne.w .• reglatration.-:S~ch dreft.lqbels Jnoy,be, i 
in·the form of typed Iebei text on 8.5 x 11 mch peper for.•ub_miSSIO~,o,r Bl]'lOckup of the proposed label. If prepared for mo~~uP •. !~-·~uJd ~ _ ... · f -- fl 
constructed in • way es to facilitate stor&ge'in'an_ a:s:x' n·i~Cil-fife'~ M~~P lebols significantly smeller than 8.5 x 11'1/iCheG'if\OUrd l:iD'iT\Ounfad M' ~')·. i 
xl.linchpaperforsubmiasion........ 1>:;:.-.~:)<+l;m-'f&r•,·:'i'' ·;,.,."" _ _ \ 1 
Submlnlon of Deta. Deta submitted i~ support'Of·1hl:J" &p'pl[c&tiOn!frl'u~~~!jsubminod-in accordaneo'With'.PR NOti'C~~a6:~pm•'i~'") ~~ :;~-t<;;•:"it4ii<Jtr!-. (};-l 
SPECIAC INSTRUCTIONS: Please reed thD'in~trtlCtiOris·usti:Cf'b~~.;. before completing this application. First d8t;,~{,~1 '~h~3t\;;~''~1~!~~~~ti]';j: l 
action,. listed-in Block A,- for-which you-are -submitting this·applicetiori;- For epplicatiornn::ubmlttod fn"connactiOn with NO'Vi'Ra'glstr&tiOfflictiOJ\~';' SOCtiOrii' j 
1, Ill, and IV must be completed by tha applicant. For applications •ubmined!in-c-cinoecti'on-wlth·amended·r&rogiltretiOn'OCtlOri'iil'r'OSubmi'S'sl011i[#SP.S;!e,;:x3 j 
notificotiqns, reregistration$, etc., Sections I, II, snd IV mu$t be completed by the applicant. \. 
Block A- Check the appropriate action for which you ere submitting this form. 

SECTION I- Thia aection must be completed, •• eppflcBble, for all registration actiona. '~~ ) 
1. Compeny/ProduC1 Number· lnsen your Company Number, if one haa been assigned by EPA. Thie number mey have bean eseignlld to you as ,;.;;J· · 1 

basic registrant, a distributor, or as an estebli$hme~t •. '!.J,~':!r.t~~~;_t is ragista1~~· insert the Pro__d"!c~ Num~?~~: ___ " • _. ~--~"~·-~---· ..• _ ~-.·"-"-~·~ ! 
2.-· EPA~Product·Maneg~r ~If kno~n, fdlin thO-nerrie·a~·pM. ilumu(!i\'fi_ t!if.~,~-~~~~duct MenagOr. ·--
3__._.~roe.,~~~g_~lfl~C!l!'!'l-::: .~P_I!.c!fY ,t_h~ J?.TOP$l.f1Bd cle_s~fi~_atiol),.oi t};is_ prOduct.~. ·--,.,. ~... . __ ,, _ --" ., __ "--~· .~-- ........ ~ ~~ ~~~ •. ,. .. ~,,.~"""'""" __ c 

4. Product Nam. • Enter the complete product name of this pesticide as it wiD appear on the Iebei. The nome:muat.be"rapaclfic to .thia•prodUCt1orol'f.J; . ;' ! 
, Duplication of names i• not permitted among products of tha's&JTle·c:omp·eny. Do- not includa eil"y brand ri8ma ·or·compa;,yrrne lfiillQi\iiion:i:-:- ---~-

5. Nam. end Addr••• of Applicant- The·naria ~f. the firm o~'person- Dna'·ladCi(oit!.~~,O~n in yoUr application ls'the"PO~Orl.-or fiiiTl't'~Wfutn.fifi~::~~-t:ir.,,· ~ 
registration will be issued. If you ·arO&Cting ln bahulf of another peny,, you must submit authorization from that pilrty.to act for thari'dn ~gi$ttetion ; 
matters. An applicant not residing in thO Unit6d States must heva en autho~zed~agent residing in the United Statfil tO act for tham in_elli"-: ,··· 
reQstretion manors. Tho name end co-mplete mailing edd~e_ss of ,~chan agsnt must_acc.'!mpany this applicatiOn •. = .. , " ( ~' -

6. Expedited Ravlaw- FIFRA section 3 (c) 3 (B) provides for expeditea reviaw,of-applicatiorudor registration, or amendments to exiating rogi$tr&tir , , 
thet are aimilar or identical to other pesticide products that are currently registered with the EPA. In ordar for your application to be eligible for)-._ . 
exp&dited review, you must provide ua with the EPA Registration Numbsr and product name of the product you believe is similar to or :denticafto ../ 
your product. The product must be eiml1or or identical in beth formulation and fabalad uses. 

SECTION II ·This tlection mu1t be eomplated for all applications submitted to amend the regiatretion only of a currently regietered product . 
(AmandmantJ, for a resubmiaaion in reeponae to an Agency letter, for notificotiona to the Agency, for the oubmlstlion of final printed lebeflng, f~r 
reregistration and for any other action that pertains to a specific EPA-registered product, Thia aaction ie .n2! !E_ .Ia uaad fore new application for 
registration. 
1. Sub1-ct of, aubmlaaion - Check the applicable block and provide the Agency latter deta if appropriate. Provide e brief explanation 'of tha'purpose{sr 

for the submission, such as ~tho addition of a site, pe$t or crop _(,pacify)~; ~emend the Confidential Statoment of Formull!_ by ... ~; ~reregistration 
submission~; ~geneiallebol revision of use directions.~ Attach a soperate page lf additional space is needed. 

SECTION Ill (Packeging and Conteinar Information)- This Section must be completed for ell applications submitted in connection with now 
registration or appliaable amonclments. 
1. Type of Packaging- Chack the· .appropriate block if.your product will be packaged in the indicated packeging typos. 

Indicate the size of the individual pockots and number per retail container. 
2. Typa of Ratell Container- Indicate type of container in which product will be murketad. 
3. Lo.caticm of Nat CcmtenU - Indicate the location of the net content$ information for your product. 
4. Sb:o(a) of Ratail Container- Specify the net contonts of all retell containers for your product. 
5. Loceticm of Uaa Direction• • Indicate the location of the u;e directions for your product. 
B. Manner in which label ia affixed to product -Indicated tho mothod product Iebei is ettechad to reta.ll container. 

SECTION IV {Contact Point!- This Section must be complatad for all epplicationu for Registration actions, i.e., new products registration,@"", 
re.ubmisaion, ·me-too, • reregistration, etc. 11 !J 
1-5. Self·explenetory. , 
6. EPA Uae Only. 

' .. --- ·~ ··- ---·----~-~·~~-~~ ..... 
~rma ttlG-!)Jl~GA. ""'"'"'": 

·, ;•U ~- ···" "'" '·~'<i·'<CI'> ;_;>e;,.--o .Y<>tl/ , "-'\<::\:1 .:1'10'1 A'13J 
~-
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&EPA 
United Stlltes 

Environmental Protection Agency 
Washington, DC 20460 

Application for Pesticide - Section I . 

1. ComponvfProduct Number 
63761-~-r 

4. CompanvfProduct {Nome) 
Sterilex Ultra Uquid J Solution 2 

2. EPA Product Manager 

V.Noble 

PMI 
31 

3. Proposed Classification 

0 Nono D Restricted 

5. Name ond Address of Applicant (lncludtl ZIP Codo} 

Sterilex Corporation 
7-1 Gwynns Mill Court 

6. Expedited Reveiw. In accordance with FIFRA Section 3{c){3) 
(b]{i], my product is similar or identical in composition and labeling 
to' 
EPA Reg. No. 63761-4 Owings Mills, MD 21117 ----------------------

0 Ch•ck if thfs is ~ new &ddrsss Product Name 
Ultra Kleen Powder for DUWLs 

Section -II 

Final printod lebols in rop11onse to 0 Amendmant- Exploin below. 

N Resubmission in response to Agency letter doted------

rd Netification- Explain below. 

0 
0 
0 

Agency letter dated -------------1 
RMe TooR Applic11tion. 

~lanation: Usa additional poge{s) if nocquory. 

~gistration using old aclive 

{For Sflr.:tion I and Section 11.1 

Other- Exploin below. 

~---------------------~~~--------------------~ Section - Ill 

Child-Resistent Packaging Unit Packaging Water Soluble Packaging 

El ::· ~ ::· ~ ::· 
2. Type of Container 

~=:~. 
Glass 

Paper ~-r-~ O t e1"1':.cy'-.,c.:------Nco-.-,-,-,--fc1o1~.cyc,,c.:----cNco-.-,-,-, ---1 
,---·-·-;:""''Cfl on mus Unit Packaging wgt. contoinar Package wgt conteinor 
. ,wbm1tted 

Other {Spacifvl ________ l 

~ ~~ootloo of N" Coo""" lofo"""''" 
.. •- labal U Container 

6. Monnat in Which Label Is Affixed to Ptoduct 

4. Silelsl Retail Container 

32 fluid oz. 

§ Uthogteph 
Paper.aluod 
Stenc1Jed 

I 

section - IV 

5. Location of Lobo! Direction~ 

EE:3 Label or package insert 

~ Othor clearplasticlabel,gluedlobotue 

1. Contact Point fCamploro irflms dirocrly bfllow for idanJfffcation of individusl to b• Cllnrscred. if n•ct~ssary, to proc•ss this •PPii.::.J':fcn.f 

Name Titlo Telephone NC.~tnctl!::le Area Code) 
Sally Hayes Agent for Slerilex Corporation 260-244-627u 

Certification 
I certify that the statements I hsve made on this form ond ell ettochmonts thoreto aro true, accureto ond cOrhf'l!lte-
1 acknowledge thet ony knowfinglly folsu or misleading statement mey bo punish&ble by tina or imprisorvnant or · 
both under opplicoble low. ,, 

2. Signoture c\ 
--- -::::,;,_ Q r.r--\ 

3. Title 

Agenl for Sterilex Corporation 

EPA Form 8570-1 !Rev. 3-941 ProVIous oditions are obsoloto. White - EPA File Copy {oiiginal) 

S.J.>e{e ""~plicetion 
R..,..:..iw'od 

R (Sbmpedl 

/""" I \ 

(!JI 
Y eOow - Appie.rt Copy 
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.. , .: 

, ~~;~~if~i~;i~·, ;·,.,·:·: hf not exempted by!~"~~~~~~~;:; ~:;~~·'';c}. -· 
3. Formulator' a Exemption Statement (EPA Forffi 8570.27); 
4. Five copiee of draft labeling;. ---- _ . '.:/, 

·--s~reoCoprr.Otany diiiliUbmlited; ·--· 
6. Authorization letter where, 

li 

. I '·•, '· ,.;____ 

lobo Is 

Data - Data eubmittod in support· of!thi~ ·oppll(iition-'ffi-us't be~submitted-in--occordonliie'-'i).,lffi.PR' tfOtf~"ia 6'.5':'' . ____ , 

IV must be completed by applicant. For 
\ o>tiiCIOooti<•"'· rereg"lstrations, etc., Sections\, II, and must be completed by the eppr1c11nt. 
1••·~< A· Chock the appropriate action for which you are submitting this form. 

-This section must be compluted, as epp~cablo, for ell registration sctions. 

- lnsort your Thie number may have been assigned to you as 11 

.--;·~-<;<"'"··-_,._.,,,~,- --~---~·-··1\ 
as i appear on The name:muet be ·spe1;:ific to this"ProdUct only:, 

samD·corripany.· Do not includli"a-ny brolid name-or "COffipony .lin8'd8iliQilllitiOili.-· ·--
Or;persi:i"ifiul'd"-add-reSS 'ih'oWn in yoUr epp~cetion~f8'thii0~8nc'o'r fliTi{to" WH<)ril'ttiG .. ::~:-: ._., 

rugistrotion will of another porty, .. you ffiUSt aUbmit authorization from thatp~rtY~o act for thoffi in'r'e'gietf-ation 
matt era. An epplicont not· ·must have an authorized agent residing In the United States-tO llict for them in ·all r·--: 
reglatrotion matters. The mailing address ?f·~~_!]--~n_!lgf.~~ mu_s~_ocCOI!lJl!.,n_y_t~ie._opplica!iori.: .- __ , · 
Expeditad Review· FIFRA JB} p'iOYidOS' fOr oxp&dit4d review-of oppllcotions for-rogi:trotion, or amendments to existing registratipP-
that ore aimilar or identical to other pn:ticide products that aro currently registered with the EPA. In order for your application to be eligible foi 
expedited review, you must provide us with the EPA Registration Number end prodUct name of the product you believe is similor to or idontical\o·'"'' 
your product. Tho product must bs oimi\or or identical in both formulation end labeled uaos. 

~~;gj;:[Jll!NJ! - Thi• section must be oompleted for ell application• submitted to amend the registration only of 11 currently rogiatered product 
\Amendment), fore resubmiallion In reoponse to en Agency Iotter, for notlficationo to !.he Agern:y, for tho oubmisaion of final printed labeling, for 
reregistration and for any other action that pertains to a specifio EPA-registered produot. This section ie !l!! !2,!?.!: uaed for a new application for 
rugistration. _ 

'· 

1.- Sub,icoct of_ aubmi811lon-- Chock tho applicablu block and provide the_ Agency Jetter dote if appropriate. Provide a briof oxp\onotion of the purpose lsi 
for the submission, such as "the addition of s site, pest or crop (specifY)"; "emend the Confidential Statement of Formula by ... "; "reregistration 
submi•sion"; "genoritll&bei r8Yiil'10il' of use directions." Attach a separate pogo if additional space is nooded. 

I ~~~~~~~ !POckagin-Q_ and Coniainer Information)· Thi: Section must be completed for all applications submitted in connection with new 
or applioablo amendments. 

1. Type of Packaging - Check th'o appropriate block if your product will b& packaged in the indicated packaging typos. 
lndicote tho size of tho individual peckuts and number par retail container. 

2. Type of Retell Container· Indicate type of container in which product will be murk.etod. 
3. Location of Nat Contents· Indicate the location of the not contents information for your product. 
4. Slze(s) of Retsil Container- Spucify the not contunts of all retail containers for your product. 
5, Location of Uas Directions- Indicate the location of the usa diructions for your product. 
6. Mennar 'in wh'1ch leba I.._ affixed to product • Indicated tho method product Jebel is ettechad to retail container. 

/"""· SECTION IV (Contact Point)· Thiu Section must be complutod for ell applications lor Registration actions, i.e., now products rogistrution, h1 \ 
· "me-too," rorogiltrotion, otc. ( { / ) 

1-5. Solf-exp\onetorv. ~ 
6, EPA u .. Only. 
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JSRC 
Scientific & Regulatory 

Consultants, Inc. 

February 7, 2002 

Ms. Velma Nobel, PM-31 
Document Processing Desk (APPL) 
OPP (7504C) 
EPA -
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Dear Velma: 

SUBJECT: Sterilex Ultra Liquid J Solution 2 
EPA Reg. No. 63761-x 

On behalf of Sterilex Corporation, enclosed is a submission for the above product. This product, 
when combined with Sterilex Ultra Liquid J Solution 1 (required per manufacturer's label 
directions), is substantially similar to a dilution of Ultra-Kleen Powder for Dental Unit Waterlines, 
EPA Reg. No. 63761-4. 

Attached is a confidential discussion explaining why Sterilex Ultra Liquid J Solution 1 does not 
contain an active ingredient. The statement of formula for the non-antimicrobial SolutiOn 1 is 
located in Volume 2. A label for Solution I is enclosed in Volume I for your review. 

This product is designed to remove, disinfect and prevent biofilms in dental unit water lines. On 
December 6, 2001 Sterilex met with EPA to present a draft interim guideline for the determin~t-iOtl". 
of efficacy in Biofilm Matrix Removal, Disinfection of Biofilm Bacteria and Preventlo"d! 
Suppression of Biofilm Formation. The label claims for this product are based on the cr&erii • 
proposed in the draft interim guideline. presented at that meeting. : .. -: .. : . . .... 

• • 
If any questions arise during the review of this submission, please contact me immellialely. 

.... .. . 
• . . .. • - . 

• . ... 
• .... .. • . • . .. 

s· cerely, . 

;~'!h-<:Jb'a , 
vu]es {/ ~ 

..... 

cc: S. Kramer 

P.O. Box 1014 Columbia Oty, IN 46725 Phone: 219-244-6270 Fax: 219-244·6273 
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United St&t&S ~ Registration 
OPP ld&ntifl&r Numb&r 

d. I! S.d. 77 &EPA Environmental Protection Agency Amendment 259579 Washington, OC 20460 Other r--
Application for Pesticide - Section I 

1. Company/Product Numb&r 2. EPA Pr&duct Manager 3. Proposed Cl&ssificati&n 

63761 ... f} V. Noble E) None 0 R&stricted 
4. Company/Product (Namol PMI 
SterHex Ultra Liquid 8 Solution 2 31 

5. Nnme and Address of Applicant 1/ncJuds ZIP Cede/ 6. Expedited Reveiw. In accordance with FIFRA Section 3{clf3J 
Sterilex Corporation lb){i), my product is similar or identical in composition and labeling 

7-1 Gwynns Mill Court to: 63761-3 
Owings Mills, MD 21117 EPA Reg. No. 

D Check if rhis is s nsw addrsss Product Name 
Ultra Kleen Solution 1 

Section - II 

0 Amendment· Explain below. 0 Fin&l printed lebels in repeonse to 

~~ 
Agency !attar dated 

Resubmission in r&sponsa to Ag&ncy letter dated 0 -Me Too- Application. 

·- '-
N&tificatlon ·Explain below. 0 Other· Explain below. 

Explanation: Use edditionel pege(s) if necenary. !For section I end Section 11.1 

Registration using old active 

i- Section - Ill 
1. Materl-.1 ThJ. Product WID a. Pacbgad In: 

Child-Resistant Packaging Unit Packaging Wetor Soluble Peckeging 2. Typ& of Container 

By" tay" ta 
y., 

~M"o 
No No No 

Plastic 
Glass 

,9~,Certification must If -ve;- No. per If -ves- No. per P&par 
Unit Packeging wgt. contain&r Package wgt c&ntainer Other (Specify) t. fUbmitts<J 

3. Location of Net Cont&nts Information 4. Sizels) Retail Container 5. location of Lebel Dlu1clions 

~ Lebel 0 Conteiner 
32 fluid oz. ~ Label or package insert 

6. Mannnr in Which Lebel is Affixed to Product §Uthograph ~ Other clear plastic label, glued to bottle 
Pep&/ ~ued 
Stenci ed 

Section- IV 
1. Contact Point (Comp!tJrD it•= direcrly bslow for idt~nrificetion of individual to btl eontsctsd. if nscs.ssary, to procs.s.s rhis sppf/csrion.( 

Neme Tit!& Telephone No. 'J:~dud& Area Code) 
Sally Hayes AgenC for Sterilex CorporaCion 260..244-6270 • 

-
Certification 6:' Diii~e f'ppJlcation 

I certify thet the 5tat&m•nt5 I have mad& on this form and &II attachments thereto lie t1ue, eccu1ate &nd C)T.;l'~~.-. Received 
' I acknowledga that any knowlinglly false or misleading stat&mant may bo punishebl& by fino or imprisotvni-nt of - !Stampedl 

both under applicable lew. ' 

'· "'"""" ~ ~ 
3. Title -- @ •· ~~r Agent for S!erilex Corp01a1ion 

"'..2 
4. Typed Nama 5. Date ' 

Sally Hayes oi\~Ju~ ' ' ' .. EPA Form 8570· t IR•v. 3·941 Preiii&Us &dJii&ns ar& obsol&t&. .. Whit• ·EPA Rio Copy longlnall 
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PAPERWtlRK REDUCTION ACT. NOTICE, and INSTRUCTIONS,, ·- . : . . ' . . :: . •.- ._ .. ,-, .. ' .. ' .. _ .. ' .. - ,._. ,·' . ·.~ ., '7>! 
,4 . ."':'~::~·. ~-..,, 

;..,,:_ :,-, 

PAPERWORK REDUCTION ACT NOTICE: , Public reponing burden lor this-collection oi information is estimuted to everege 9.85 hour per 
·responsr. including timo'iot-reviewing·iru:~Cti9~:i iaa'rchitiQ':bxistl-riQ-·aet.~-:.-9UFCOS;':' g'a~ti_ii!)nij"'in:d -.i)"''aiilt'arrnng· 'tlli~~i'iiail'efldO(f,-eficTCOffij)i-Gtiiiii'lind':?""'"" 

• ' ' -" ., ., .... -•'<'--..<" ~--,···-·"·'-' --,~ •'>'·•·· -· ..... , 
reviewing t':le collection pf information. Send~c~,!ltS>rcig'!fdihg:tJ'!'- Dl!rP.~6 .tl.i!i.!ittl•t~.!!(8:Jly;O~he_r:)u:pect of.thia.-collection otinlormetiOryr inch,idi_no--
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that are 11imiler or idonticel to other posticide products thot ere currently registurod with the EPA. In order for your epplicotion to be eligibhdoi, ·.·-\ 
expedited reviow, you must provide us with tho EPA Registration Number el'ld product name of the product you believe is sim~1ar to or identicoi: -~ I 
your product. The product must be similar or identical in both formulation el'ld labelsd usslll. 

SECTION II . Thi• soction must be oomploted for ell applications submitted to emend the registration only of • currently registersd product 
{Amol'ldr:nent), for a rooubmission In roaponse to en Agency loner, for notificotio_ns to ths Agency, for the aubmission of final printed laboling, fo1 

I 
ror~gistr~tion and for eny other sction thet peneins to e specific EPA-registered product. This section is !!E! ~ 2!_ used for e new epplicetion for 
regiStration. · 

, 1. Subjsct ol_subm~sion • Check the epplicoblu block. end provide tha Agency Iotter date if'eppropri~te., Provide e brief explonetion of the purpose{GI· ·• ' 
I for the stJbmission, Guch as •the addition of e site, pest or crop (specify)•; •emend the Confidential Statement of Formula by ... •; •rel8gistrution 
1 submission•: •generellebel revision-of use directions.- Anoch a seperete page if additional space is needed~ ~ 

1 SECTION Ill {Packaging and Contoiner InformatiOn) ·This Section must be completed for ell opplication$ submitted in connection with new 
ragistretion or epplioeble amendments. 
1. TyPo of Peekeging • Check the appropriate block if your product will bs peckugod in the indiceted packaging types. 

lndicato the Gize of the il\dividual packets end number por reteil contuinor. 

1 2. Typs of Rstoll Container· Indicate type of container in which product wiD be marketed. 
/3. Locstion o1 Nst Contents • ll'ldicete the location of the nat contents information for your product. 
: 4. Siz•l•l of RsteD ConteiMr ·Specify the net contents of ell rutuil contoine~s for your ploduct. 
· 5. locBtJon of U11 Dirsctioi'IB • Indicate tho locetion of the uso diractiona fo1 your product. 
·. 6. Monnar in which Iebel is slfixsd to product~ lndicatad the method p1oduct label ill: anechad to roteil container. 

SECTION IV {Contact Point!· Thia Section must bo completed lor 1111 epplicetionu lo1 Rogistretion uctions. i.o., new products 18gistrt~tion, 
1e.ubmisaion, •me·too; rarogisuetion, etc. 

, 1·5. Soll-explenetory. 
6. EPA u .. Only. 



· P<ige•..;· __ is not included in· this copy. 

· Pages ~ through ~ are not included • 

. The · lll·aterial . not .inCluded contains the following type_ of 
:i,ilformation: 

~.Ident~ty of product inert ingredients. 

Identity of product impuriti~s. 

Desqription of the product manufacturing process. 
' 

Description of quality control proced~res. 

Identity of the soUrce Of product in9r~dients-~ 

Sale;:i Or other commercial/financial information. 

A draft produCt label.-

.The product confident-ial statement of fOnt:Ula. 

~ Information about a pending registration action. 

V FIF~ :t;egistra~ion ~ata. 
-~ T~e aoCument "is a duplicate ·of page(s) ---.,..--· 

The document is not responsive to the reques~. 

The information not included is generally considered ·confidentiai 
by produCt registrants. if you have any questions, piease contact 
the individual Who prepared the response to Y?Ur requeSt. 



TO: 

FROM: 

THRU: 

( THRU: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
PREVENnON, PESTICIDES 

AND TOXIC SUBSTANCES 
Antimicrobials Division 

May24,2002 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: 
Sterilex Ultra Powder 

DP Barcode: D281537 
Manufacturing-use [] OR 

Reg. No. Or File Symbol: 63761-L 
End-use Product [X[ 

Velma Noble\Jacqueline McFarlane 
PM Team No. 31 

Chris Jiang, Chemist. 
Product Science BranCh 
Antimicrobials Division (7510C) 

Karen P. Hicks, CTI Team Leader 
Product Science Branch 
Antimicrobials Division (75!0C) 

Michele Wingfield, Branch Chief 
Product Science Branch 
Antimicrobials Division (751 OC) 

Product Formulation for Sterilex Ultra PoWder 
Active lngredient(s) 

n-Alkyl (C14 95%, C12 3%, C16 2%) dimethyl benzyl 
ammonium chloride dihydrate 
PC Code: 069184 

% bywt. 

10% 



BACKGROUND: 

The registrant has submitted a package in support of a "me-too" registration (of 63761-4) 
of an end-use disinfectant to be used for the prevention and removal ofbiofilms in dental water 
lines. Because the chemical composition is identical to 63761-4, the registrant has chosen to 
support the registration of the product by citing their own data. The package includes a 
Confidential Statement of Formula, a label, and a data matrix. 

FINDINGS: 

1. The concentration of the active ingredient on the Confidential Statement of Formula 
(CSF dated 1/18/02) is consistent with that declared on the label. 

2. All ingredients in the formulations are cleared for use in pesticides. 

3. The percentages of the ingredients in the each of the formulations totallOO.O. 

4. The certified limits are calculated correctly and are acceptable. 

9. The data for product chemistry cited in the data matrix is acceptable. 

10. All waiver requests for required data (flammability, explodability, miscibility, and 
dielectric breakdown voltage) are granted. The other waiver requests (melting point, boiling 
point, water solubility, vapor pressure, dissociation constant, octanol/water partition coefficient, 
and stability) are data requirements that are not required for end-use products. 

11. The set of product chemistry data is complete. Please see the summary of the product 
chemistry data attached below. 

RECOMMENDATIONS: 

I. Product Science Branch of Antimicrobials Division finds this submission in support of 
the registration of 63761-L to be acceptable. 



PRODUCT CHEMISTRY REVIEW 

2. CONFIDENTIAL STATEMENT OF FORMULA 

2a. Type of formulation and source registration 
• Non-integrated formulation system [X] 
• Are all TGAI used registered? Yes [X] No[] 

• Integrated formulation system [] 

• if"ME-TOO", specify EPA Reg. # of existing product: 63761-4 

2b. Clearance of inerts for non-food or food use: 
- C1earedforfooduseunder40CFR§180.1001: Yes[] No[] NA[X] 

2c. Physical state of product: Solid 

2d. The chemical IDs and analytical Information (including that for the TGAI), 
density, pH, and flammability are consistent with that given in 830.1000, Series A 
and 830.7300, .7000 and .6315 respectively: Yes [X] No [] 

2e. NCs and CLs are acceptable: [X] Not acceptable [ ] 

2f. Active ingredient (s) NC UCL LCL 
A. n-Aikyl (C,. 95%, C12 3%, C16 2%) dimethyl 

benzyl ammonium chloride dihydrate 10% 10.50% 9.50% 

2g. For products produced by an integrated formulation system: 
• All impurities oftoxicological significance have a UCL? 

Yes [] No [] Not applicable [] 

• All impurities of 2::,0.1% in the product have been identified? 
Yes [] No [] Not applicable [ ] 

3. PRODUCT LABEL 

3a. The active ingredients statement (chemical IDs and NC] is consistent 
with the CONFIDENTIAL STATEMENT OF FORMULA? Yes [X] No [] 

3b. The formulation contains one of the following: 



\. 

• 
• 
• 
• 
• 

I 0% or more of a petroleum distillate: 
1.00/o or more of methyl alcohol:' 
Sodium nitrite at any level: 
a toxic List I inert at any level: 
arsenic in any form: 

Yes [ ] 
Yes [ ] 
Yes [ ] 
Yes [ ] 
Yes [ ] 

No [X] 
No [X] 
No [X] 
No [X] 
No [X] 

3c. If Yes to any ofthe above, does the inert ingredients statement contain a 
footnote indicating this? Yes [ ] No [] Not applicable [] 

3d. The appropriate warning statement regarding flammability or explosive 
characteristics of the product are listed on the label? 

Yes [ ] No [ ] Not applicable [X] 

3e. The storage and disposal instructions for the pesticide and container are 
in compliance with PR Notice 84-1 for household use products or PR Notice 
83-3 for all other uses? Yes [X] No [ ] 

3f. Does the product require an expiration date at which time the NC falls 
below the LCL (based on the one year storage stability data or other information)? 

Yes[] No [X] 

444897-01-02 4. PRODUCT CHEMISTRY (Series 830 Part A) 



Acceptance of MRIDNo. 
Infonnation 

830.1550 Chemical ID (See Appendix/ A CSF dated 1118/02 

830.1600 Description of Materials A 444897-01 

830.1620 Manufacturing Process' A 444897-01 

830.1650 Formulation Method' NA 

830.1670 Discussion oflmpurities4 A 444897-01 

830.1700 Analysis' A 444897-01 

830.1750 Certified Limits6 A CSF dated 1118/02 

830.1800 Analytical Method for Als7 A Titration 444897-02 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; NR= not 
required, 
G=data gap; U=requires upgrading; W=waived; E=EPA estimate. 

'See Confidential Appendix A for additional infonnation 

2For MP/EP products produced by an integrated fonnulation system. 

3For products from a TGAI or MP. 

4May be waived unless actuai/possible impurities are of toxicological concern. 

5Five batch analysis required for products produced by an integrated fonnulation system. 

6!f different from standard CLS rec.ommended in 40 CFR 158.175, this should be 
discussed in Confidential Appendix A. 

7 Abbreviate method used as follows: gas chromatography (GC), infrared (IR), 



' 830, Pari B) 

6b. Physical/Chemical Value MRIDNo. 

~ of data ~ 
830.6302 Color A White 444897-01 

830.6303 State A Solid 444897-01 

830.6304 Odor A Odorless 444897-01 

830.6313 Stability to Temps. NR 
Metal and Metal Ions 

830.6314 Oxidation/Reduction A mod. oxid. 444897-01 

830.6315 Flannnability w 
830.6316 w 
830.6317 Storage Stability A ace. under D251552 444897-02 

. 

830.6320 Corrosion Character. A NCwithHDPE 444897-01 

830.7000 pH A 10.8-10.9(1% n\ 444897-01 

830.7100 Viscosity NA 444897-01 

830.7300 Density/Specific A 1.105-1.120 g/mL 444897-01 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; NR= Not required 
G=data gap; U=requires upgrading; W=waived; E=EPA estimate. 

* Provide brief description, e.g., colorwwyellow or property value, e.g., density 1.25 glee; 
Unless otherwise indicated, the property should be at 25°C. 



ln.. .nt Notice: 
Before using Sterilex Ultra Powder pl~ose read th~ 

following information. 
1. This product is to be used iu conjtmction with regular 

testing of denial unit water. 
2. The manufacturer of 1l1e dental unit should be consulted 

before usc of this product about compatibility of Stcrilex 
Ultra Powder with the dental unit. 

DIRECTIONS FOR USE 

It is a violation of.Federallaw to use this product in 
a manner inconsistent with its labeling. 

I. Initial Start-Up Treatment: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment Treat DUWL one night/week 
(Monday-Thursday recommended) after Initial Start
up treatment. 
3. If two or more· weekly treatments are skipped, 
repeat initial start-up treatment. 

How To Applv Sterilex Ultra Powder: 

I. At the end of the workday, add eight (8) ounces of 
HOT water to a Sterilex measuring cup or other 
empty container. 
2. Add one packet of Sterilex Ultra Powder to the 
hot water. Use stirrer to mix or swirl to dissolve. Be 
sure all powder is dissolved. Pour pink liquid into 
an empty external dental unit water bottle. Do not 
use PET Bollles (See note for bottle requirements). 
Use within 24 hours after powder has been dissolved 
in water. 
3. Run Sterilex Ultra Powder mixture through the 
system until the pink mixture appears at the end of 
the A/W Syringe and Handpiece Line. Always 
remove the Handpiece before treating the line. 
4. Allow the mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning of the next workday, discard any 
remaining mixture in external water bollle. Rinse 
the external waler bottle with hot water. 
6. Fill the external water bottle with hot water. Flush 
each line (AJW Syringe, Handpiece) until the bottle 
is empty. 

EPA Reg. No.: 63761-x 
Made in USA 

Page I 

011502 
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'. y \t srgg~~;~.?<· 

Sterilex Ultra 
Powder 

. .---~. -~ .. 

• Removes biofilm from dental 
unit water lines 

• Prevents and suppresses 
formation of biofilm in dental 
unit water lines 

• Disinfects biofilm bacteria 
• Maintains dental unit water line 

effluent water <200 cfu/ml * 
Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bellies. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of0.08 Inches Or A HighfLow 
Density Polyethylene Blend With A Minimum 
Thickness OfO. I4 Inches. 

* Control of bacterial contamination in the 
circulating water is affected by the quality of 
incoming water. Sterile water is recommended by 
OSAP. 

Active Ingredient: 

n-Al~:yl (C1.; 95%, C113%, C1~ 2%) dimethyl 
benzyl ammonium chloride dihydrate ... IO.O% 

Other Ingredients ......................................... 90.0% 
TOTAL 100.0% 

KEEP OUT OF THE REACH OF CHILDREN 

DANGER 
(See side panel for additional precautionary and first aid 
statements) 

STERILEX CORPORATION 
7-I Gwynns Mills Court 
Owings Mills, MD 21117 

Phone: 1-800-511-1659 Fax: 410-581-8864 

Net weigllt: 0.44 oz. (12.5 em) 

----. 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS. DANGER. Powder 
corrosive to skin and eyes. Powder causes 
irreversible eye damage and skin burns. (Afler 
proper dilution, 1he product causes moderate eye 
irritation and minimal skin irrilation.) Harmful if 
powder is swallowed or absorbed through skin. 
(After proper dilution, /be product is not an 
ingestion or absorption hazard.) Wear goggles 
and/or face shield, protective clothing and rubber 
gloves. (Afler proper dilution, goggles, foce shield. 
or gloves ore no/ required.) Wash thoroughly with 
soap and water after handling. Remove 
contaminated clothing and wash clothing before 
reuse;, 

FIRST AID 

Have the product container or label with you when 
calling a poisot\ control center or doctor, or going for 
treatment. 

IF IN EYES: Hold eye open and rinse slowly and 
gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, 
then continue rinsing. Call a poison control center or 
doctor for treatment advice. 

IF ON SKIN: Remove contaminated clothing. Rinse 
skin immediately with plenty of water for 15-20 
minutes. Call a poison conlrol center or doctor for 
treatment advice. 

IF POWDER IS SWALLOWED: Call a doctor or 
get medical attention. Do not induce vomiting or 
give anything by mouth to an unconscious person. 
Drink promptly a large quanlity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quantities of water. Avoid alcohol. 

NOTE TO PHYSICIAN: Probable mucosal damage 
may contraindicate the use of gastric lavage. 
(After proper dillltion, oral ingestion hazards are no/ 
indicated.) 

STORAGE AND DISPSOSAL 

STORAGE: Keep out of children's reach. Store at 
room temperature out of direct sunlight, DO NOT 
store above 30°C (or 86°F). ®/·~-
DISPOSAL: Do not reuse empty pouch, discard in (]>I 
trash. '-"l 



DP BARCODE: D281534 

CASE' 071549 
SUBMISSION' S611995 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE' 03/12/02 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE' 
CHEMICALS' 

REGISTRATION 
069184 Alkyl* 

ACTION' 188 FQPA-OC-ME TOO ADDL USE 
dimethyl benzyl ammonium chloride *(95%C14, 

ID#' 063761-L STERILEX ULTRA POWDER 
COMPANY' 063761 STERILEX CORP, THE 
PRODUCT MANAGER' 31 VELMA NOBLE 
PM TEAM REVIEWER, JACKIE CAMPBELL 
RECEIVED DATE' 02/28/02 DUE OUT DATE' 

703-308-6233 
703-308-6416 

06/28/02 

* * * DATA PACKAGE INFORMATION * * * 

ROOM' CS1 
ROOM' CS1 

10.0000% 

6W18 
6W1 

.QP BARCODE' 281534 EXPEDITE, Y DATE SENT, 03/12/02 
\_ ···3EMICAL: 069184 Alkyl* dimethyl benzyl ammonium chloride 

DATE RET. ' I I 
*(95%C14, 3%C12, 2 

DP TYPE' 001 
csF, y LABEL, Y 

ASSIGNED TO 
DIV ' AD 
BRAN' PSB 
SECT' CTT \2 
REVR , flw-.:r;> 
CONTR : '-..!-! 

DATE IN 
6 j/<>-!"' 2._ 

<3//&../ "'"
<3 /Ia-/&<.. 
..5 /B /0& 

DATE OUT 
I I 
I I 
I I 

ADMIN DUE 
NEGOT 

PROJ 

DATE' 06/15/02 
DATE , Q /..l.J'/ c> 2. 
DATE' 0//j//602... 

DP BC 
281537 

I I 
b /It !d.

/ I 

* * * DATA REVIEW INSTRUCTIONS * * * 

This product is identical to 63761-4. MRID Nos. 445156-1 was 
cited for acute oral toxicity, and administration letter 
dated 9/21/98 cited for acute inhalation. 

Please review the acute toxicology data in MRID Nos. 
4558760-01 thru 455876-04 for Ultra Powder, a dental water 
line disinfectant. 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

BRANCH/SECTION 
PSB/CTT 

DATE OUT 
03/12/02 

DUE BACK 
06/15/02 

INS 
y 

CSF 
y 

LABEL 
y 
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lmpo,, .... l Notice: 
Before using Slerilcx Uttm Powder pl~ase read 111c 
following information. 
I. This pru!lucl is to be used in conjuuctiou with1egular 

tcstiug of !lc11M u11il water. 
2. The mauufacturer ofll1c dental unit should be cousulled 

befo1c use of this producl about compatibility of Stcrilex 
Ultra Pow!ler wilh the deutal unit. 

DIRECTIONS FOR USE 

lt is a violation of Federal law to use this product iu 
a manner inconsistent with its labeling. 

I. Initial Start-Up Treatment: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment: Treat DUWL one night/week 
(Monday-Thursday recommended) after Initial Start
up treatment. 
3. If lli'O or more 1Veekly treatments are skipped, 
repeat initial start-up treatment. 

How To Apply Sterilex Ultra Powder: 

t. At the end of the workday, add eight (8) ounces of 
HOT water to a Sterilex measuring cup or other 
empty comainer. 
2. Add one packel of Sterilex Ultra Powder to the 
hot water. Use stirrer to mix or swirl to dissolve. Be 
sure all powder is dissolved. Pour pink liquid into 
au empty external dental unit water bottle. Do not 
use PET Bottles (See note for bottle requirements). 
Use within 24 hours after powder has been dissolved 
in water. 
3. Run Sterilex Ultra J~owder mixture through the 
system until the pink mixture appears at the end of 
the NW Syringe and Handpiece Line. Always 
remove the Handpiece before treating the line. 
4. Allow tl1e mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink nlixture drips overnight). 
5. At the beginning of the next workday, discard any 
remainittg mixture in external water bottle. Rinse 
the exteruallvater bottle with hot water. 
6. Fill the external water bottle with hot water. Flush 
each line (NW Syringe, Handpiece) until the bottle 
is empty. 

EPA Reg. No.: 63761-x 
Made in USA 
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Sterilex Ultra 
Powder 

• Removes biofilm from dental 
unit water lines 

• Prevents and suppresses 
formation of biofilm in dental 
unit water lines 

• Disinfects biofilm bacteria 
• Maintains dental unit water line 

effluent water <200 cfu/ml * 
Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of0.08lnches Or A High/Low 
Density Polyethylene Blend With A Minimum 
Thickness Of 0.14 Inches. 

* Control of bacterial contamination iri the 
circulating water is affected by the quality of 
incoming water. Sterile water is recommended by 
OSAP. 

Active Ingredient 

n-AU.;yl (Cu 95%, Cu 3%, C,~ 2%) dimethyl 
benzyl ammonium chloride dihydrate ... 10.0% 

Other Ingredients..... .. . .. .... . .. .. .. ... . . .. .. . ........ 90.0% 
TOTAL 100.0% 

KEEP OUT OF THE REACH OF CHILDREN 

DANGER 
(See side panel for additional precautionary and first aid 
statements) 

STERILEX CORPORATION 
7~1 Gwynns Mllls Court 
Owings Mills, MD 21117 

Phone: 1~800~511~1659 Fax: 410~581~8864 

Net weight: 

--
,,..,.;"•,, 

... ~ .. 
,o'•:-:.;. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS. DANGER. Powder 
corrosive to skin and eyes. Powder causes 
irreversible eye damage and skin burns. (After 
proper difurfon, 1he product causes moderate eye 
irrifalion and minimal skitt initalion.) Harmful if 
powder is swallowed or absorbed through skin. 
(After proper dilutt'Oil, tile product fs 1101 on 
fngestio11 or absorptio11 hazard.) Wear goggles 
and/or face shield, protective clothing and rubber 
gloves. (After pi'Opu dilution, goggles, face slu'eld, 
or gloves are no/. reqiiil·ed.) Wash thoroughly with 
soap and water after handling. Remove 
contaminated clothing and wash clothing before 
reuse. 

FIRST AID 

Have the product container or label with you wlten 
calling a poiso11 control center or doctor, or going for 
treatnlent. 

IF IN EYES: Hold eye open and rinse slowly and 
gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, 
then continue rinsing. Call a poison control center or 
doctor for treatment advice. 

IF ON SKIN: Remove contaminated clothing. Rinse 
skin immediately with plenty of water for 15-20 
minutes. Call a poison control center or doctor for 
treatment advice. 

IF POWDER IS SWALLOWED: Call a doctor or 
get medical attention. Do not induce vomiting or 
give anything by mouth to an unconscious person. 
Drink promptly a large quantity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quantities of water. Avoid alcohol. 

NOTE TO PHYSICIAN: Probable mucosal damage 
may contraindicate the use of gastric lavage. 
(After proper dfl111fOII, om/ f11gestlon hazm·ds are 1101 
indicated.) 

STORAGE AND DISPSOSAL 

STORAGE: Keep out of children's reach. Store at 
room temperature out of direct sunlight, DO NOT 

DISPOSAL: Do not reuse empty pouch, discard in -;:;;; 
trash. r,::) 
store above 30°C (or 86°F). cii) 

"' 
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[One of the followiug statements may appear on the 
product label, promotional material and/or box.J 

Stcrilex Ultra Powder is accepted as being safe and 
effeclive for the management of biofilm to provide 
uuliltered !Vater containing not more than 200 
colony forming units per mL of aerobic, mesophilic, 
heterotrophic bacteria in dental unit waterlines when 
used as directed. 'Council on Scientific Affairs, 
Americau Dental Association 

Sterilex Ultra Powder is accepted as being safe and 
effective for cleaning deposits and controlling 
aerobic, mesophilic, heterotrophic bacterial 
contamination in dental unit waterlines when used as 
directed. Council on Scientific Affairs, American 
Dental Association 

[Insert American Dental Associatiou Seal of 
Approval] 
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Form Approved OMB No. 2070·0060 

/-'"' ' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\!Zi!l.! 401 M Street, S.W. 
\~--

WASHINGTON, D.C. 204660 

P3perwork Reduction Act Notice: The public reporting burden for this colleclion of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspects of this collection 
of information, including suggestions tor reducing the burden to; Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40 I M Street, S.W ., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Date Ot\ t5\o?.--- EPA Reg No./File Symbol 63761-x -~Page2of2 

Applicant's/Registrant's Name & Address Product 
Stcrilex Corporation, 7-1 Gwynns Mill Court, Owings Mill, MD 21117 Sterilex Ultra Powder 

Ingredient n-Alkyl (C 14 95%, C12 3%, C16 2%) dimethyl benzyl ammonium chloride dihydrate CAS No. 8001-54-5 68424-85-1 139-08-2 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

81-1 Acute oral toxicity 44515601 Sterilex . .. Owo 

81-2 Acute dennal to:t::icity Waive Sterilex Owo 

81-3 Acute inhalation Admin. 9/21/98 Sterilex Owo 

81-4 Primary eye irritation 44515602 Sterilcx Owo 

81-5 Primary dennal irritation 44515603 Sterilex Owo 

81-6 Dennal sensitization Waive Sterilex Owo 

81-2 Acute dennal toxicity (diluted) Not yet assigned Sterilex Owo 

81-4 Primary eye irritation (diluted) Not yet assigned Sterilex Owo 

81-5 Primary dennal irritation (diluted) Not yet assigned Sterilex Owo 

91 Biofilm Study Not yet assigned Sterilex Owo 

91 Biofilm Study • Not yet assigned Sterilex Owo 

91 Biofilm Study Not yet assigned Sterilex Own 

91 Biofilm Study Not yet assigned Sterilex PL 

91 Biofilm Study Not yet assigned Sterilex PL 

91-2 AOAC Use Dilution Method Not yet assigned Sterilex Owo 

's;g"''"" Sno. ~D....,'-? Name and Title Date 
Sally Hayes, Agent ;J;B/0'7...-

----
<:r>A "·- 00 ""Inn ,., __ , ___ ,_ --~ "-- ---·- ·"·'·'· ~--L --"0 
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~-- .. , Form Approved OMB No. 2070-0060 
/,r-..\ UNITED STATES ENV(RONMENTAL PROTECT(QN AGENCY 
\~) 401 M Street, s.w. 
~ -·-'" 

WASH(NGTON, D.C. 204660 

Paperwork Reduction Act Notice: The public reporting burden for \his collection of information is estlmated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and compleling the necessary f!l(ms. Send comments regarding \he burden estimate or any other aspects of I his collection 
ol informa~on. including suggestions for reducing \he burden \o: Director, OPPE Information Management Division (2137), U.S. Enviroomen\al Protection Agency, 401 M Street, S.W., Washington. DC 20460. 
Do not send the form to this address. 

DATAMATR(X 

Date o\ \ 1&/o-z..-- EPA Reg No./File Symbol 63761-x I Page I of2 

Applicanl's/Registrant's Name & Address Product 
Sterilcx Corpor~tion, 7-1 Gwynns Mill Court, Owings Mill, MD 21117 

Sterilcx Ultra Powder 

Ingredient n-Aikyl (C 14 95%, C 12 3%, Cl6 2%) dimethyl benzyl ammonium chloride dihydratetc CAS No. 8001-54-5 68424-85-1 139-08-2 

Guideline Reference Number Guideline Study Name MRID Number Submitler Status Note 

61-1 Product identity and composition 44489701 Steri(ex Owo 

61-2 Description of beginning mntcrials & mfg process 44489701 Sterilex Owo 

61-3 Discussion offom1ntion of impurities 44489701 Slerilex Owo 

62-1 Preliminary analysis of product samples 44489701 Stcri(ex 0= 

62-2 Certification of ingredient limits 44489701 Sterilex Owo 

62-3 Analytical methods 44489701 Sterilex Owo 

63-2 Color 44489701 Steri(ex Owo 

63-3 Physica( state 4448970l Sterilex Owo 

63-4 Odor 44489701 Sterilex Owo 

63-t2 pH 44489701 Sterilex 
. 

Owo 

63-14 Oxidizing/reducing action 44489701 Sterilex Owo 

63-7 Bulk density 44489701 Sterilex Owo 

' 63-17 Storage stabi(ity 44489702 Sterilcx Owo . ! 
63-18 Viscosity 44489701 Sterilex Owo 

63-20 Corrosion characteristics 44489701 Sterilex Owo 

Slgootocos,. fln ~ Name and Tille Date 
Sally Hayes, Agent o\(lt>{o<..--

--·- ----- ·- --· -· . -
" 

.... - . . -ly Pap ,gency ... - PY 
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F o= A rove d OMB N 2070-0060 0. 

/"'~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . A; 

~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act No1icc: The public reporUng burden for this collection of information is estimated to average 1.25 hours per response for registra!io 
and 0.25 hours per response for reregistration and special review activities, including lime for reading the instructions and completing \he necessary forms. Se 
comments regarcf1ng burden estimate or any other aspect of this collection of information. including suggestions for reducing the burden to: Director, OPPE 
Information Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W .. Washington, DC 20460. 
Do no\ send the completed form to this address. 

Certification with Respect to Citation of Data 

Aoolicanl's/Reoistrant's Name. Address. and Teleohone Number EPA Regislralion Number/File Symbol 
Sterilex Corporation, 7-1 Gwynn Mills Court, Owings Mills, MD 21117 63761-x 5 
Active Ingredient: n-Aikyl (C14 95%, C12 3%, C16 2%) dimethyl benzyl ammonium chloride Date: 

o 1\16/o-z... dihydrate 

General Use Pallem{s) (list all those claimed for lhis producl usinr~40 CFR Part158) Product Name 
Oe'!tal Unit Water Lines Slerilex Ultra Powder 

NOTE: If yourproducl is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label. you do not need to 
submit \his form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

D 
I am responding to a Data-CaU-tn Nolice, and have included with this form a list ol companies sent offers of compensation {the Data Matrix lorm shoul 
be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the cite-all melhod of support, and have included wilh \his form 

0 
I am using the selective method of support (or cile-all option 

a list of companies sent offers of compensation {the Data Malrix form under the selective method), and have included with \his form a 
should be used for \his purpose). completed lis\ of dala requirements (\he Data Matrix form must be 

usedJ. 

SECTION II: GENERAL OFFER TO PAY 

!Required if using \he cile-all method or when using \he cile-all option under \he selective method to satisfy one or more data requirements) 

D I hereby offer and agree to pay compensalion, to other persons, with regard lo \he approval of lhis appticalion, to \he extent required by FIFRA. 

SECTION Ill: CERTIFICATION 

I certify \ha\lhis applicalion for registration, this form for reregislralion, or this Dala-Call-ln response is supported by all dala submitted or cited in \he 
applicalion for registration, \he form for reregiStration, or \he Oala-C<tl-ln response. In adc!lfion, "If the c"lle-all option or clle-all option under \he selective melhod i 
indicated in Section I, lhis applicalion is supported by all data in \he Agency's files \hal (1) concern the properties or effects of this product or an idenlical or 
subsl<lnlial!y sim~ar producl, or one or more of the ingredients in lhis product; and (2) is a type of data \hal would be required to be submitted under \he dala 
requirements in effecl on lhe dale of approval of this application it the application sough\ the initial regislration of a producl of identical or similar composilion an 
uses. 

I certify lha\ for each exclus"1ve use study cited in support of this registration or reregislration, \hall am the original data submitter or\ha\1 have obtain 
the wrillen permission ol the original dala submiller to cilethal study. 

I certify that lor each study ciled in support ollhis registralion or reregislralion \hal is not an exclusive use study, either; (a) 1 am the original data 
submitter; (b) I have oblained \he permission of the original data submiller to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; or (e) I have notified in writing the company \hal submitted the study and have 
offered (I) to pay compensalion lo the extenl required by sections 3(c)(1 \{F} and/or 3(c)(2)(B) of FIFRA: and (ii) to commence negotialions to determine the 
amounl and terms of compensation, if any, to be paid for the use of the sludy. 

I certify I hal in all insl<lnces where an offer of compensalion is required. copies of all offers to pay compensation and evidence of their delivery in 
accordance wilh sections 3(c)(1)(F) and/or 3{c)(2)(B) of FIFRA are available and will be submilled lo the Agency upon requesl. Should I faillo produce such 
evidence lo lhe Agency upon requesl, I understand lhallhe Agency may in"1tiate aclion lo deny, cancel or suspend lhe regislralion of my product in conformity 
FIFRA. . . 

w h 

I certify \hat the statements I have made on this form and all allachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. 

5
""""re 5., 00 .1.-A Date Typed or Prinled Name and Tille 

o~he>/ /Sally Hayes. Agent 

EPA Form 8570-34 {9-9 ) EleclroniC and Paper versions available. Submil only Paper version. 

~r1 



lmp01'"''1 Notice: 
Before using Sterilex Ultra Powder please 1cad tl1e 
following info1malion. 
I. Tiiis pruducl is to be used in conjunctiou witl1 regular 

testing of dental w1it water. 
2. Tile 1nanufru:turer of the dental unit should be consulted 

b·efore use oft!Jis ptoduct about compruibility ofSlcrilex 
Ultra Powder with !lie de uta! unit. 

DIRECTIONS POR USE 

It is a violation of federal law to use this product in 
a manner inconsistent with ils labeling. 

I. Initial Start-Up Treatment: Treal lhe Denial Unil 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment: Treal DUWL one night/week 
(Monday-Thursday recommended) after Inilial Start
up treatment. 
3. If two or more weekly treatments are skipped, 
repeat initial start-up lrealmenL 

How To A!lply Sterilex Ultra Powder: 

I. At !he end of the workday, add eight (8) ounces of 
HOT water to a Sleri!ex measuring cup or other 
emply container. 
2. Add one packet of Sterilex Ultra Powder to the 
hot 1vater. Use stirrer to mix or swirl lo dissolve. Be 
sure all powder is dissolved. Pour pink liquid into 
an empty external dental unil water bottle. Do nol 
use PET Bottles (See note for botl!e requirements). 
Use within 24!Jours after powder has been dissolved 
in water. 
3. Run Sterilex U!lra Powder mixture through the 
system until the pink mixture appears al lhe end of 
the AJW Syringe and Handpiece Line. Always 
remove tltc Handpieee before treating lhe line. 
4. A!!ow the mixture lo sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning oflhe next workday, discard any 
remaining mixture in external water boule. Rinse 
the external water botl!e wilh hot walcr. 
G. Pi!! lhe external water boll!e wilh hot water. Flush 
each line (A/W Syringe, Handpiece) until the bottle 
is empty. 

EPA Reg. No.: 63761-x 
Made in USA 
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Sterilex Ultra 
Powder 

• Removes biofilm "from dental 
unit water lines 

• Prevents and suppfesses 
formation of biofilm in dental 
unit water lines 

• Disinfects biofilm bacteria 
• Maintains dental unit water line 

effiuent water <200 cfu/ml * 
Note: Do Nol Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A Hig!t Density Polyethylene Bottle With A 
Minimum Thickness Of0.08 Inches Or A High/Low 
Density Polyethylene Blend With A Minimum 
Thickness Of 0.14 Inches. 

'" Control of bacteria! contamination in lhe 
circulating water is affected by lhe quality of 
incoming water. Sterile water is recommended by 
OSAP. 

Aclive Ingredient 

n-AIIcyl (Cu 95%, Cu 3%, C16 2%) dimelhyl 
benzyl ammonium chloride dihydrate ... !0.0% 

Other Ingredients ..................................... 90.0% 
TOTAL 100.0% 

KEEP OUT OF THE REACH OF CHILDREN 

DANGER 
(See side panel for additional precautionary and fi1st aid 
statements) 

STERILEX CORPORATION 
7-1 Gwynns Mills Court 

Owings ~ills, MD 21117 
Phone: 1-800-511-1659 Fax: 410-581-8864 

Net weight: 0.44 oz. (12.5 gm) 

•""'""" 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS. DANGER. Powder 
corrosive lo skin and eyes. Powder. causes 
irreversible eye damage and skin burns. (After 
proper dilution, the prod11ct causes moderate eye 
irritation and minimal skin irritation.) Harmful if 
powder is swallowed or absorbed through skin. 
(After proper dilution, the product is not an 
ingeslio11 or absorption hazord.) Wear goggles 
and/or face shield, protective clothing and rubber 
gloves. (After proper dilution, goggles, face sliield, 
or gloves are not req11ired.) Wash thoroughly with 
soap and waler after handling. Remove 
coalaminatcd clothing and wash clothing before 
reuse. 

FIRST AID 

Have the product container or !abe! tvilh you when 
ca!!ing a poison control center or doctor, or going for 
treatment. 

IF IN EYES: Hold eye open and rinse slowly and 
gently with water for 15-20 miltutcs. Remove 
contact lenses, if present, after the firsl 5 minutes, 
then continue rinsing. Call a poison control cemcr or 
doctor for trcalrnenl advice. 

IF ON SKIN: Remove con laminated clothing. Rinse 
skin immediately with p!enly of water for !5-20 
minutes. Cal! a poison conlro! center or doctor for 
treatment advice. 

IF POWDER IS SWALLOWED: Cal! a doctor or 
get medica! allenlion. Do not induce vomiting or 
give anything by mouth lo an unconscious person. 
Drink prompl!y a large quantity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quanliliesofwater. Avoid alcohol. 

NOTE TO PHYSICIAN: Probable mucosa! damage 
may contraindicate the usc of gastric lavage. 
(After p1·oper dilirtio11, oro{ Ingestion hozards a1·e no/ 
indicated.) 

STORAGE AND DISPSOSAL 

STORAGE: Keep out of children's reach. Store at 
room temperature out of direel sunlight, DO NOT . 
store above 30°C (or 86°F). @) 
DISPOSAL: Do not reuse empiy pouch, discard in (1 (" __ . 
trash. '"-'16 
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lrr,, .nt Notice: 
Before using Srerflex Ultra Powder please read rhe 
following informarion. 
I. This product is to be used in conjunction with regular 

resting of denral uuit water. 
2. The manufacturer of the dental unit should be consulted 

before use of this product about compatibility ofSrcrilex 
Ultra Powder wirh the dental unit. 

DIRECTIONS FOR USE 

It is a violation ot:Federallaw to use this product in 
a manner inconsistent with its labeling. 

I. Initial Start-Up Treatment: Treat the Dental Unit 
Water Lines (DUWL) for three consecutive nights. 
2. Routine Treatment: Treat DUWL one night/week 
(Monday-Thursday recommended) after Initial Start
up treatment. 
3. If two or more· weekly treatments are skipped, 
repeat initial start-up treatment. 

How To Applv Sterilex Ultra Powder: 

I. At the end of the workday, add eight (8) ounces of 
HOT water to a Sterilex measuring cup or other 
empty container. 
2. Add one packet of Sterilex Ultra Powder to the 
hot water. Use stirrer to mix or swirl to dissolve. Be 
sure all powder is dissolved. Pour pink liquid into 
ar1 empty exrernal dental unit water bottle. Do not 
use PET Bottles (See note for bottle requirements). 
Use within 24 hours after powder has been dissolved 
in water. 
3. Run Sterilex Ultra Powder mixture through the 
system until tl1e pink mixture appears at the end of 
the AJW Syringe and Handpiece Line. Always 
remove the Handpiece before treating the line. 
4. Allow the mixture to sit in the unit overnight 
(Place the ends of waterlines into a sink or cuspidor 
in case any pink mixture drips overnight). 
5. At the beginning of the next workday, discard any 
remaining mixture in external water bottle. Rinse 
the external water bottle with hot water. 
6. Fill the external water bottle with hot water. Flush 
each line (AJW Syringe, Handpiece) until the bottle 
is empty. 

EPA Reg. No.: 63761-.x 
Made in USA 
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Sterilex Ultra 
Powder 

r· .. 
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• Removes biofilm from dental 
unit water lines 

• Prevents and suppresses 
formation of biofilm in dental 
unit water lines 

• Disinfects biofilm bacteria 
• Maintains dental unit water line 

effluent water <200 cfu/ml * 
Note: Do Not Use Thin Walled Polyethylene 
Terephthalate (PET) Bottles. We Recommend 
Either A High Density Polyethylene Bottle With A 
Minimum Thickness Of0.08 Inches Or A High/Low 
Density Polyethylene Blend With A Minimum 
Thickness Of0.14Inches. 

* Control of bacterial contamination in the 
circulating water is affected by the quality of 
incoming water. Sterile water is recommended by 
OSAP. 

Active Ingredient; 

n-Aikyl (Cr• 95%, Crl3%, Cr~ 2%) dimethyl 
benzyl ammonium chloride dihydrate ... IO.O% 

Other Ingredients ... ,.,., ..... , ........ , , , ................ 90.0% 
TOTAL 100.0% 

KEEP OUT OF THE REACH OF CHILDREN 

DANGER 
(See side panel for additional precautionary and first aid 
srarements) 

STERILEX CORPORATION 
7-1 Gwynns Mills Court 
Owings Mills, MD 21117 

Phone: 1-800-511-1659 Fax: 410-581-8864 

Net weight: 0.44 oz. (12.5 gml 

-~ 

PRECAUTIONARY STATEMENTS ·· 

HAZARDS TO HUMANS, DANGER. Powder 
corrosive to skin and eyes. Powder causes 
irreversible eye damage and skin burns. (After 
proper dilution, the product causes moderate eye 
irritation and minimal skitr irritation.) Harmful if 
powder is swallowed or absorbed through skin. 
(After proper dilution, the product is not an 
ingestion or absorption hazard.) Wear goggles 
and/or face shield, protective clothing and rubber 
gloves. (After proper dilution, goggles, face shield, 
or gloves are not required.) Wash thoroughly with 
soap and water after handling. Remove 
contaminated clothing and wash clothing before 
reuse. 

FIRST AID 

Have the product container or label with you when 
calling a poison control center or doctor, or going for 
treatment. 

IF IN EYES: Hold eye open and rinse slowly and 
gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, 
then continue rinsing. Call a poison control center or 
doctor for treatment ad,•ice. 

IF ON SKIN: Remove contaminated clothing. Rinse 
skin immediately with plenty of water for 15-20 
minutes. Call a poison control center or doctor for 
treatment advice. 

IF POWDER IS SWALLOWED: Call a doctor or 
get medical attention. Do not induce vomiting or 
give anything by mouth to an unconscious person. 
Drink promptly a large quantity of milk, egg whites, 
gelatin, or if these are not available, drink large 
quantities of water. Avoid alcohol. 

' 
NOTE TO PHYSICIAN: Probable mucosal damage 
may contraindicate the use of gastric lavage. 
(After proper dilution, oro! ingestion hazards ore uot 
indicated.) 

STORAGE AND DlSPSOSAL 

STORAGE: Keep out of children's reach. Store at 
room temperature out of direct sunlight, DO NOT 
store above 30°C (or 86°F). ___ , 

~~;:osAL' Do oot ''"" empty pooch, d;""' ;"0!._,~ 



[One of the following statements may appear on the 
produc!label, promotional material and/or box.] 

Sterilex Ultra Powder is accepted as being safe and 
effective for the management of biofilm to provide 
unfiltered water containing not more than 200 
colony forming units per mL of aerobic, mesophilic, 
heterotrophic bacteria in dental unit waterlines when 
used as directed .. Council on Scientific Affairs. 
American Dental Association 

Sterilex Ultra Powder is accepted as being safe and 
effective for cleaning deposits and controlling 
aerobic, mesophilic, heterotrophic bacterial 
contamination in dental unit waterlines when used as 
directed. Council on Scientific Affairs, American 
Dental Association 

[Insert American 
Approval] 
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·pa'ge..;.-__ is not included in this copy. 

Pages ..!D-4- through { bt2 are not included • 

. The ·. In3.terial not .inCluded contains the following type . of 
j,i1formation: 

~;Ident~ty of product inert ingredients. 

Identity of product impuri tie:-s •. 

-~ Descjription of the product manufactufing 'proces·s. 

Description of quality controi procedures. 

Identity of the soUrce Of product ingrt7-dients~ 

Sale~ Or other commercial/financial information. 

____ -A draft produCt label. 
. . I • 

. -.~-._The product confidential statement of forlfiula. 

Information about a pending registration action. 

FIF~ registration data. 

·- The ·aoCument is a duplicate ·of page (s) ---:--· 
The document is not respOnsive to the request. 

. ·. ·. 

The information not included is generally considered confidentiai 
by produCt registrants.· If you have any questions, please contact 
t~e individual Who prepared the response to Y?Ur requeSt. 

~·~·' 
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